LY LICH KHOA HOC

o[, TNHH :
NdrlSehie HUOC

ateh Hoang Thi Thiy Gi6i tinh: Nit

Neiy(hatieonkm sinh:  10/06/1991

Hoc vi cao nhit: Dugc si Nam, nudc nhan hoc vi: 2014
Don vi cong tac: Cong ty TNHH Sanofi Viét Nam

Chicvu: MR

Dién thoai: 0948.068.456
Email: thithuy.hoang@sanofi.com

QUA TRINH PAO TAO

H¢ dao tao: Dai hoc chinh quy
Noi délp tao: Truong Pai hoc Dugc Ha Noi
Ném tot nghiép: 2014

III. QUA TRINH CONG TAC CHUYEN MON

Thai gian Noi cong tac Cong viéc ddm nhiém

6/2014 - 11/2014 Cong ty Sanisphere VN Trinh dugc vién

12/2014- 2/2015 Cong ty duoc phadm GSK Trinh dugc vién

2/2015- nay Cong ty TNHH Sanofi Viét | Trinh dugc vién
Nam







-

10/15/2025

insulin glargine 300u/mL

|, THONG TIN SAN PHAM

__ Trinh bay: Hoang Thi Thay

 Thoi gian: 16/10/2025

. Event code: 25EM.HSK. 142

_ Pie 6idm: Nha hang Pai Heong Bién, dwéng ham Nghi,
"HaTinh . ‘ .

it s o
sanofi ai liéu théng tin thubc
MAT-VN-2502222-1.0-08/25

@
5

THONG TIN SAN PHAM .
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1 "Thanhphincéng thive thube

Thanh phan hoat chit: Insulin glargine 450 don vi/ 1,5 ml.
Thanh phén ta dwoc: Clorua kém, Metacresol, glycerol, Acid hydrochloric (@& diéu chinh pH), Natri hydroxyd (@& diéu chinh pH), Nuéc
pha tiém. ;

2 Dang bao ché - Quy cach déng goéi

Dang bao ché: Dung dich tiém trong bat tiém nap san.
Quy cach déng géi: Hop 5 bit tiém nap s&n, mbi but ¢6 1,5 ml trong Gwong 450 don vi insulin.
~ > » T
3 Chi dinh
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Toujeo dwoc ding dé didu tri dai thao dwong & ngwdi lon.
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Tai lidu théng tin thube
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.4 Cac dic tinh dwore Iwc hoc
Nhom duoc ly-tri ligu: Thude chéng dai thao dudng. Insulin va cac chit twong ddng dang tiém, tac dung dai. Ma ATC: A10A E04.
Co ché taceddng:

Hoat tinh chinh cda insulin, k& ca insulin glargine, i2 diéu hoa sy chuyén héa glucose. Insulin va cac chét twong déng cda né ha thap
ndng d6 glucose trong mau bang cach kich thich sy thu nap glucose ngoai bién, dac biét la & co van va mé, va béng cach trc ché sy
sé&n xuét glucose & gan. Insulin Gic ché s phén gidi m& trong té bao m&, trc ché sy phan giai protein va tdng cwong téng hop protein.
Tac dung dworc lwe:

Insulin glargine la mét chét tvong ddng insulin ngudi duoc thiét ké d& c6 d hoa tan thap & pH trung tinh. O' pH 4, insulin glurgine tan
hoan toan. Sau khi tiém vao mé duwdi da, dung dich ¢6 tinh acid dwoc trung hoa, din dén s hinh thanh mot két tua tir d6 phong thich
lién tuc nhitng lwong nhé insulin glargine. .

Nhu da thay trong cac nghién ctu kep glucose trén b&nh nhan dai thao duong typ 1, tdc dung ha glucose ciia Toujeo t6 ra 6n dinh
va kéo dai hon so véi insulin glargine 100 don vi/ml sau khi tiém dwéi da. Hinh 1 trinh bay két qua to mét nghién ctu ddi chéo
trén 18 bénh nhan dai thao dudng typ 1 duwoc thwe hign trong téi da 36 gi® sau tiém. Tac dufg cuia Toujeo vwot qua 24 gio (Ién dén

¢ 36 gi¢) & nhirng lidu c6 y nghia 1am sang. f
Sty phong thich insulin glargine i tlia Toujeo kéo dai hon so v&i insulin glargine 100 don vi/ml c6 thé quy cho viéc gidm hai phan ba thé
tich tiém, lam cho tla c6 dién tich b& mat nho hon.
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Thai gian sau khi tiém dusi da (gid)
Dieutri: . Toujeo 0,4 don vi/kg ________ Insulin glargine(100 don vi/ml) 0,4 don vi/kg J
N
. ) Hinh 1: Dién bién hoat tinh & trang thai &n dinh ndng dé trén bénh nhan

dai thao dwong typ 1 trong nghién ctru kep giucose 36 gio.

*GIR: Téc @6 truyén glucose: dwoc xac dinh 13 luong glucose @2 truyén dé duy tri ndng d glucose héng dinh trong huyét twong (tri sb
trung binh hang gi&). Thei diém két thiic giai doan quan sat [a 36 gio.
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THONG TIN SAN PHAM

Cac dac tinh dwoc lwe hoc )

Thanh phan hoat chét:

Insulin glargine dwoc chuyén héa thanh 2 chat chuyén héa cé hoat tinh M1 va M2.

Gén thu thé insulin: Cac nghién ctu in vitro cho thay i lwc cla insulin glargine va cac chét chuyén héa M1 va M2 clia né déi véi thy thé
insulin ngwei twong tw nhw ai lye clia insulin ngudi.

Gan thu thé IGF-1: Ai lyc cla insulin glargine di véi thy thé IGF-1 ngwdi Ién hon khoang 5 dén 8 Ian ai lwc cla insulin ngudi (nhung
thap hon i lyc cia IGH-1 khodng 70 dén 80 1an), trong khi d6 M1 va M2 gan vao thu thé IGF-1 vé6i 4i lc hoi thap hon so véi insulin
nguwoi.

Téng ndng @b tri lidu clia insulin (insulin glargine va cac chat chuyén héa ciia nd) trén bénh nhan dai thao dudng typ 1 thdp hon rd rét so
v6i néng d6 can thiét d& chiém phan nira thy thé IGF-1 va qua @6 hoat hda dwdng tang sinh mitogen do thy thé IGF-1 khéi xwéng. Néng
d6 sinh Iy clia IGF-1 ndi sinh c6 thé kich hoat dwing téng sinh mitogen; tuy nhién, ndng @6 tri liéu trong liéu phap insulin, bao gdm liéu
phap Toujeo, thap hon dang ké so véi ndng @3 dwoc Iy cin thiét @& kich hoat dwong IGF-1.

Trong mét gghién clru dwoc ly lam sang, insulin glargine tiém tinh mach va insulin ngudi cho thdy d6 manh nhw nhau khi dwoc ding &
cung mét lieu.

Nhu tét ca cac insulin khac, théi gian tac dong clia insulin glargine ¢ thé b anh hwdng béi hoat dong thé Iwc va cac bién sb khac.

Tai liéu thdng tin thuée
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@ Cac dac tinh dwoc dong hoc )

Hép thu va phan bé:

Trén ngwoi khée manh va bénh nhan dai thdo dwong, sau khi tiém dwdi da Toujeo cho thdy ndng d¢ insulin trong huyét thanh hép thu
cham hon va kéo dai hon, tao nén mét dwdrng cong ndng @ theo thdi gian phang hon, so véi insulin glargine 100 don vi/ml.

Béc tinh dwoc ddng hoc phi hep véi hoat tinh dwoc Iwe clia Toujeo .

Néng d% dat dugrc trang thai én dinh trong pham vi trj liéu sau 3-4 ngay sir dung Toujeo hang ngay.

Sau khi tiém dwéi da, Toujeo ¢4 i 1& bién thién trong ca thé, dwoc dinh nghia Ia hé sé bién thién ciia mirc phoi nhiém insulin trong 24 gid,
& mrc thap (17,4%) trong trang thai &n dinh ndng d4.

Bién ddi sinh hoc:

Sau khi tiém dwéi da, insulin glargine dwoc nhanh chéng chuyén héa & dau tan carboxyl clia chudi beta v&i sw hinh thanh hai chét
chuyén héa cé hoat tinh M1 (21A-Gly-insulin) va M2 (21A-Gly-des-30B-Thr-insulin). Trong huyét twong, hgp chét chinh la chét chuyén
héa M1. S phoi nhi€m véi M1 ting theo lidu insulin glargine dwoc diing. Cac két qua dwoc dong hoc va dwoc lwc hoc chi ra ring tac
dung ctia insulin glargine tiém dwéi da chii yéu da trén mic phoi nhidm véi M1. Trén dai da sb bénh nhan, khéng phat hién dwerc insulin
glargine va chét chuyén héa M2, va khi c6 thé phat hién dwoc thi ndng d6 clia ching t6 ra khéng phu thudc lidu ding va céng thic bao
ché clia insulin glargine.

Thai trie:

Khi tiém tinh mach, th&i gian ban thai clia insulin glargine va insulin nguwdi twong ty nhau.

Thoi gian ban thai clia Toujeo sau khi tiém dwéi da dwec xac dinh bdi tc @6 hap thu tir mé dwéi da. Thoi gian ban thai cla Toujeo sau
tiém dwéi da a 18-19 gié va doc lap véi lidu dung.

Tai liéu théng tin thubc
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THONG TIN SAN PHAM

Liéu dung - Cach dung >

Ludn ludn dung thuéc nay ding nhw |67 bac sy da dan. Hay hai lai bac sy, dwoc sy hodic y ta néu ban khong biét chdc. Mac du Toujeo
chira cing mét hoat chét nhw insulin glargine 100 don vi/ml, nhwng hai thuéc nay khong thé thay thé 13n nhau. Viéc chuyén tiv liéu phap
insulin nay sang liéu phap insulin khac doi hdi phai cé y kién bac sy, sw giam sat y khoa va theo ddi dwdng huyét. Xin hdi bac sy dé biét
thém thong tin.

Liéu dung:

Bt tiém nap s&n Toujeo SoloStar cé thé tiém dwoc lidu tir 1 dén 80 don vj trong mai Ian tiém, diéu chinh tirng nic 1 don vi. Cira sb chi
liu trén but tiém SoloStar cho thdy sb don vj Toujeo dworc tiém. Khdng can tinh lai liéu lvong.

Dua vao I8i séng, két qua xét nghiém dwdng huyét va viéc st dung insulin trwdc day clia ban, bac s§ sé cho biét:

+ Ban cén dung bao nhiéu Toujeo m&i ngay va vao gi® nao.

« Khi n&o ban can kiém tra dwéng huyét, va cé cin xét nghiém nwéc tiéu hay khong.

« Khi nao ban can tiém liéu cao hon hoic thap hon.

Toujeo Ia insulin tac dong dai. Bac sy c6 thé sé cho ding thudc nay kém véi mét insulin tac dong ngén, hoic véi cac thude chéng dai thao
duwong khac.
Néu ban dung nhigu hon mét loai insulin, ludn luén phai bao dam diing dung loai insulin bing cach kiém tra nhan insulin trwéc méi 1an

tiém. Néu khéng biét chéc, hay héi bac sy hodc dwoc sy.
Nhiéu yéu t6 c6 thé anh hudng dén mic dudng huyét clia ban. Ban can biét nhirng yéu té nay dé c6 thé phan ¢ng ding dén véi nhirng
thay ddi clia mirc dwéng huyét va dé phong dwdng huyét qua cao hoic qua thép.

Tai liéu thong tin thuéc
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Liéu dung - Cach diing )

Gi® tiém thuédc linh hoat:

« Tiém Toujeo m&i ngay mot Ian tét nhat vao cling mét gie mai ngay.

« Khi can, c6 thé tiém trong vong 3 gi® trwéc hodc sau gie tiém thuéc thwong 8.

Str dung trén bénh nhan cao tudi (65 tudi tré 1én):

Néu la ngudi 265 tudi, hay néi cho bac sy biét vi c6 thé ban cin dung lidu thép hon.

Néu c6 bénh gan hoic bénh than:

Néu ban cé bénh gan hoac bénh than, hay néi cho bac sy biét vi cé thé ban cn dung lidu thap hon.
Trwée khi tiém Toujeo:

» Doc ky hwéng dan sir dung trong t& hwéng dan.

« Néu khéng tuan tha tAt c& nhirng hwéng ddn nay, ban c6 thé tiém qua nhiéu hodc qua it insulin.

Tai liéu thong tin thuée




10/13/2025

THONG TIN SAN PHAM

Liéu diing — Cach dung )

Céach dung:

« Toujeo dworc tiém dwoi da.

« Tiém vao mat trwéc dui, canh tay, hodc trwéc bung.

+ M8i ngay nén thay déi vj tri tiém trong viing tiém da chon. Lam vay s& gidm nguy co teo da hodc day da (xem thém thong tin & muc “Céc
tac dung phu khac").

D& d& phong kha ning lay bénh, khdng bao gid diing bt tiém insulin cho nhiéu hon mét nguwdi, ngay ca khi da thay kim.

Luén ludn phai gén mét kim méi vé khun trwéc méi Ian tiém. Birng bao giér diing lai kim tiém. Dung lai kim tiém lam ting nguy co nghet
kim va vi thé c6 thé gay non lidu hodc qua lidu insulin. Kim da st dung phai dwoc thai bd trong thiing chiva vat sic nhon hoc theo sy chi
dén clia dwoc sy hay qui dinh cla dja phwong.

Khéng dwoe ding Toujeo :

+ Khéng dworc tiém vao tinh mach, vi sé 1am thay @i tac dong ctia thudc va lam dudng huyét gidm qua thap.

« Khéng duing trong bom insulin truy&n tinh mach.

« Khéng diing néu thuéc cé cac hat Ion con. Dung dich thudc phai trong, khéng mau va giéng nhuw nwérc.

Khéng dwoc dung bom tiém @é Iy Toujeo tir but tiém SoloStar, néu khong, cé thé gay qua liéu nang.

Khéng dung néu bt tiém SoloStar bj héng, khong duwoc bdo quan ding cach, néu ban khdng biét né ¢ hoat déng binh thwéng khéng
hodc ban nhan théy viéc kiém soat dwéng huyét tré nén x4u hon ngoai du kién.

« Virt bo bt tiém nay va dung mét but tiém mai.

« Hay néi chuyén véi bac sy, dwgc sy hodc y t néu ban gap truc tréc véi but tiém.

Tai liéu théng tin thubc
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Liéu dung — Cach dung >

Néu quén dung Toujeo:

Khi can, c6 thé tiém Toujeo trong véng 3 gié trwéc hodc sau gid tiém thude thuwong 6.

Néu bd sét mét lidu Toujeo hodc khéng tiém d liéu insulin, mirc dwéng huyét cé thé ting kha cao (tang dwdng huyét). Hay kiém tra
duéng huyét thwong xuyén.

+ Khéng dworc tiém lidu gap doi dé bl vao lidu quén dung.

« Kiém tra dwérng huyét va tiém lidu ké tiép vao gi» thwong 18

Néu ngwng dung Toujeo:

Khoéng dwoc ngung ding thube nay ma khang néi cho bac sy biét. Néu tly tién ngwng diing, dwéng huyét co thé tang rat cao va gay tich
tu axit trong mau (nhiém toan ceton).

Néu c6 bét ky thic méc ndo khéc vé viéc st dung thudc, hay hdi bac sy, dwoc sy hodcy ta.

Tai liéu théng tin thuéc
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THONG TIN SAN PHAM

@ Chéng chi dinh )

Khéng duoc dung Toujeo: Néu ban dj (ing véi insulin glargine hodc bét ky thanh phan nao cua thudc.

Canh bao va than trong khi ding thuéc )

Toujeo khéng phéi la insulin dwgc chon @& diéu tri nhim toan ceton do dai thao dwdng. Thay vao do, trong nhirng trwdng hop nay
khuyén céo nén tiém tinh mach insulin thwéng (regular).

Truwdng hop khéng da kiém soat dwdng huyét, hodc bénh nhan cé khuynh hwéng cé cac con tang hodc ha duwdng huyét, cAn xem xét lai
sg tuan tri clia bénh nhan, cac vi tri tiém, ky thuat tiém phi hop va tat ca céac yéu té lién quan khac triedre khi xem xét dén viéc diéu chinh
lieu.

Ha dwong huyét:

Thei gian xuét hién ha duwdng huyét phu thude vao hd so tac déng clia insulin dwoc st dung va do d6 cé thé

thay ddi khi phac d diéu trj thay ddi.

Can than trong dic biét va ting cwdng theo doi duwdng huyét & nhixng bénh nhan ma con ha dwong huyét cé thé anh hwdng nghiém
trong trén 1am sang, vi du nhi¥ng bénh nhan cé hep dang k& dong mach vanh ho3c cac mach mau nudi nio (nguy co' bién chieng tim
mach hodc bién chirng & ndo do ha dwdng huyét), cling nhw & bénh nhan cé bénh véng mac tang sinh, dac biét néu khong diéu trj bang
ngung két quang hoc (nguy co mu tam th&i theo sau ha dwong huyét).

Tai lidu théng tin thubc

11

THONG TIN SAN PHAM
Canh bao va than trong khi dung thuéc )

Ha dwéng huyét:

Bénh nhan can y thirc dwoc cac tinh huéng ma triéu chirng canh bao vé& ha dwdng huyét giam di. Cac triéu chirng canh bao ha dwong
huyét c6 thé thay déi, it rd rét hon hodic véng hin & mét s& nhém nguy co’ nhét dinh. Cac tinh huéng nay bao gdm nhirng bénh nhan:

+ C6 kiém soat dudng huyét cai thién rd rét.

+ C6 ha dwéng huyét ting dan.

* Lén tudi.

« Sau khi chuyén ddi tir insulin déng vat sang insulin nguoi.

« C6 bénh than kinh tw chu.

+ C6 tién st dai thao dwéng lau dai.

« Dang bj bénh ly tdm than.

+ Dang duwoc didu tri ddng thei véi mot sé thube khac (xem muc Twong tac, twong ky, cia thuéc).

Nheeng tinh huéng nhw vay cé thé gay ha dwéng huyét ning (va co thé bj mét tri giac) trwée khi bénh nhan kip nhan biét ha dwong huyét.
Tac dung kéo dai cla insulin glargine tiém dudi da cé thé lam cham phuc hdi ha dwong huyét. Néu ghi nhan gia tri HbA1c binh thwdng
hodc gidm, can can nhéc kha nang tai phat cac con ha dwéng huyét ma khdng nhan thirc dwoc (d3c biét vé dém).

Tai liéu théng tin thuéc
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THONG TIN SAN PHAM

Canh bao va than trong khi ding thuéc )

Ha dwéng huyét:

Bénh nhan can tuan thi ché @6 liéu dung va ché do an kiéng, st dung insulin ddng cach va nhan biét dwoc cac triéu chieng ha dwdng
huyét d& giam nguy co’ ha dwéng huyét. Cac yéu té 1am tang sw nhay cam v6i ha dudng huyét cn duoc theo ddi chit ché va co thé can
diéu chinh lidu. Cac yéu t6 nay bao gdm:

« Thay déi khu v tiém.

+ Cai thién sw nhay cam véi insulin (vi du: bang cach loai bd cac yéu té cang thang).

+ Hoat dong thé chét thay ddi, tang cwdng hodc kéo dai.

« Bénh gian phat (vi du: nén mra, tiéu chay),

« An uéng khéng day du.

+ Bo bira an.

« Uéng rwou.

« M6t s8 réi loan ndi tiét khdng b trir (vi dy: trong chikng suy giap, suy thlly tréc tuyén yén, hodc suy tuyén thwong than).

« Diéu trj ddng thdi véi mot sb thuée khac (xem muc Tuong tac, twong ky clia thuc).

Tai ligu thong tin thuéc
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Canh bao va than trong khi diing thuoc )
Chuyén déi gitra insulin glargine100 don vi/ml va Toujeo:
Vi insulin glargine 100 don vi/ml va Toujeo khéng twong dwong sinh hoc véi nhau va khong thé thay thé 13n nhau, nén viéc chuyén ddi c6
thé can thay d6i liéu dung va chi nén thuc hién dwdi sy giam sat y khoa chit ché (xem muc Canh bao va than trong khi ding thuéc).
Chuyén ddi gitra cac insulin khac va Toujeo:
Chi nén thwe hién viéc chuyén ddi gitka mot loai hodic mdt nhan hiéu insulin khac va Toujeo dwdi sy gidm sat y khoa chét ché. Sy thay ddi
vé& ham Iwgng, nhan hiéu (nha san xuét), loai insulin (thwng, NPH, cham, tac dung dai, v.v...), nguén géc (dong vat, ngudi, chét twong
dér:sg insulin nguwdi) va/hodc phwong phap san xuét cé thé dan dén viéc thay ddi lidu lwong (xem muc Canh bao va than trong khi ding
thudc).
Bénh gian phat:
Bénh gian phat doi hdi theo dai chuyén hoa chat ché hon. Nhiéu treng ho'p can chi dinh xét nghiém nuwéc tidu tim thé ceton, va thwong
thi can diéu chinh liéu insulin. Nhu cAu v& insulin thwéng tang Ién. Bénh nhan dai thao dwdng typ 1 phai tiép tuc tiéu thy it nhét 13 mat
lwong nhé carbohydrate mét cach G&u diin, ngay ca khi ho chi cé thé &n it hodic khong thé an, hodc dang bj nén mira v.v... va khdng bao
gio dwee bd insulin hoan toan.
Khang thé khang insulin:
St dung Insulin cé thé gay ra sy hinh thanh cac khang thé khang insulin. Trong mét s hiém trwong hop, sw hién dién cla cac khang thé
khang insulin nay c6 thé doi héi chinh liéu insulin dé diéu chinh lai xu hwéng ting hosc ha dwdng huyét.
Tai liéu théng tin thuéc
14
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THONG TIN SAN PHAM

Canh bao va than trong khi diing thuéc )

Phéi hop Toujeo véi pioglitazone:

Cac trwdng hop suy tim da duoc bao cao khi dung két hop pioglitazone véi insulin, dac biét & nhirng bénh nhan cé cac yéu té nguy co
phat trién suy tim. Diéu nay nén dwoc Iwvu y néu xem xét két hop pioglitazone va Toujeo. Néu diing @én phéi hgp nay, bénh nhan nén
dwoc giam st cac dau hiéu va triéu chirng suy tim, tang can va phu né. Nén ngung ding Pioglitazone néu bét ky triéu chirng tim mach
nao xau di.

Dé phong nhdm Ian thuéc:

Phai luén ludn kiém tra nhan insulin tred'c méi 1an tiém dé tranh nham 14n gitra Toujeo va cac insulin khac.

D& tranh nham I4n liéu va kha nang ding qua liéu, can phai huéng din bénh nhan khang bao gio diing éng tiém @& rit Toujeo tir bat
tiém (xem muc Qua lieu va xr tri).

Truéc méi 1an tiém nén dung mét kim tiém tiét tring méi. Can phai huéng dan bénh nhan khéng st dung lai kim tiém. Viéc st dung lai
kim tiém sé tang nguy co kim bi tic va c6 thé dan dén khong dui lidu hodic qua liéu. Trweng hop kim tiém bj tac, bénh nhan phai tuan theo
hwéng dan mé ta trong bwéc 3 clia Hwéng dan st dung bt tiém kém theo dong géi.

Bénh nhan phai kiém tra tan mét sé don vi da chon trén cilra sé chi lidu clia bt tiém. Bénh nhan bj mi1 hodic kém thj e cn cé sy tro gitip
clia mdt ngudi khac cé thi e tét va dwec tap huén vé cach dung bat tiém insulin. Xem thém muyc “Lidu dung - Céch ding”.

Ta dworc:

Thuéc nay chira dwéi 1 mmol (23 mg) natri trong mi lidu, térc 1a co' ban ‘khong cé natri'.

Tai liéu thong tin thubc
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< 0 ) Str dung thuéc cho phu ni¥ cé thai va cho con bu )

Cé thai:

Khéng cé kinh nghiém Iam sang nao vé viéc st¥ dung Toujeo trén phu ni¥ cé thai.

Déi véi insulin glargine, khdng cé di liéu 1am sang vé& nhirng tredng hop mang thai c6 phoi nhiém tlr cac nghién ctru Iam sang déi chieng.
Mét 6 Iwong I6n dir liéu vé& phu nik c6 thai (hon 1.000 két cuc thai ky diing thuéc c6 chira insulin glargine 100 don vi/ml) cho thdy khéng cé
tac dung phu cu thé ndo ctia insulin glargine trén thai ky va khong gay ddc tinh thai nhi/tré so sinh hoc di dang cu thé cta insulin glargine.
D liéu trén ddng vat khéng cho thay c6 ddc tinh sinh san.

C6 thé xem xét st dung Toujeo trong suét thai ky, néu can thiét v& mat 1am sang.

Céac bénh nhan c6 tién sir mic dai thao dwdng hodc co dai thao dwdng thai ky cin duy tri kiém soat chuyén hoa tét trong suét thai ky dé
ngan ngira céc két cuc bét lgi lién quan dén tang dwéng huyét. Nhu ciu vé insulin cé thé gidm trong tam c& nguyét thir nhat, va thwdng tang
Ién trong tam c& nguyét thi hai va thr ba. Ngay sau khi sinh, nhu cau insulin gidm nhanh chéng (lam ting nguy co ha dwong huyét). Can
theo dbi kiém soat dwong huyét cin than.

Cho con bu:

Khéng rd liéu insulin glargine ¢ bai tiét vao stra me hay khéng. Dy doan khéng c6 tac dung chuyén héa cla insulin glargine dwoc hép thu
Ién tré so sinh/tré nhd bu sra me vi insulin glargine, 1& mét peptide, dwoc tiéu hda thanh cac amino acid trong dwéng tiéu héa cia con
ngwoi.

Phu ni¥ cho con b c6 thé can phai digu chinh lidu insulin va ché d6 an uéng.

Kha nang sinh san:

Cac nghién clru trén dong vat khdng chi ra nhirng tac déng cé hai trirc tiép d6i v&i kha néng sinh san.

Tai liéu thong tin thudc
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THONG TIN SAN PHAM

Anh hwéng cua thubc 1én kha niang lai xe, van hanh may moc >

Kha néng tap trung va phan (rng clia bénh nhan cé thé bj gidm st do ha dwéng huyét hodc ting dwdng huyét hodc, vi du, do suy gidm thj
Ic. Didu nay co thé gay nguy co trong cac tinh huéng ma cac kha nang nay c6 tdm quan trong dic biét (vi du: Iai xe hodc st dung may
maoc).

Nén khuyén bénh nhan than trong dé tranh tinh trang ha dwong huyét trong khi 13i xe. Pidu nay d3c biét quan trong @i véi nhirng nguoi
giam hoac khdng nhan thirc dwoc triéu chivng canh bao vé ha dwdng huyét hodc c6 tinh trang ha dwéng huyét thwdng xuyén. Can nhéc lai
c6 nén lai xe hay str dung may méc trong nhirng trieéng hop ndy hay khdng.

@ Twong tac, twong ky cua thudc >

Hay néi cho bac sy, dwoc sy hodc y ta biét néu ban dang ding, gan day da dung hoac co thé ding bét ky thudc nao khac.

Mat s6 thube co thé lam thay ddi ndng do dwérng huyét. Didu @6 c6 nghia 1a phai thay ddi lidu insulin ciia ban. Vi vay, treéc khi ding mét
thudc khéc, hay héi bac s§ xem thubc d6 cé anh hudng mirc duwdng huyét ctia ban hay khong, va néu c6 thi cin phai lam gi. Ban ciing can
cén than khi ngwng diing mét thude nao do.

Tai liéu théng tin thuéc
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@ Twong tac, twong ky, cta thuéc )

Pwong huyét c6 thé giam (ha dwéng huyét) néu ban dung:

« Bét ky thudc ndo khac dung tri dai thao dwéng.

- Disopyramid - Dung dé tri mét sé bénh tim mach.

« Fluoxetin - Dung @@ trj trAm cam.

« Khang sinh sulfonamid.

« Fibrat - Dung @& ha ndng @3 lipid cao trong mau.

* Thubc trc ché monoamin oxidase (MAO) - Diing @& trj trAm cam.

« Thubc trc ché men chuyén - Dung dé tri mot sé bénh tim va cao huyét ap.

» Thubc gidm dau va ha sét, nhw pentoxifyllin va salicylat (nhw acid acetylsalicylic).

. Pentamidén — Dung @& tri mét sé bénh do ky sinh tring. Thudc nay c6 thé lam dwong huyét giam qua thap, réi doi khi sau d6 gay ting
dwdng huyét.

Tai liéu théng tin thuéc
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@ Twong tac, twong ky cta thuéc )

Pwéng huyét c6 thé ting (ting dwdng huyét) néu ban ding:

« Corticosteroid nhw cortisone - Dung dé trj viém.

« Danazol - Dung @& trj bénh lac n6i mac tt cung.

« Diazoxid - Duing dé trj cao huyét &p.

« Thubc (e ché protease - Dung dé trj HIV.

+ Thuéc loi tiéu - Dung @& tri cao huyét ap hodc & nwérc.

« Glucagon - Diing dé trj ha dwong huyét ning

» Isoniazid - Dung dé trj bénh lao.

« Somatropin - Mt hormon tang trwdng.

« Hormon giép - Diing dé tri cac réi loan tuyén giap.

- C4c estrogen va progestogen - Nhu thudce vién tranh thai dung trong kiém soéat sinh dé.
« Clozapin, olanzapin va cac dan xuét phenothiazin - Dung dé trj cac réi loan tam than.

« Thubc cwéng giao cadm nhw epinephrin (adrenalin), salbutamol va terbutalin - Dung dé trj hen suyén.

Tai liéu théng tin thuéc
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@ Twong tac, twong ky cua thuéc )
DPuwong huyét co thé ting hoic giam néu ban dung:
« Thudc chen béta hoc clonidine - Dung dé trj cao huyét ap.
* Muéi lithi - Dung @& trj cac rdi loan tam than.
Thudc chen béta:
Thuée chen béta ciing nhw cac “thuéc liét giao cam khac” (vi du clonidine, guanethidine, reserpine — Diing dé tri cao hgyét 4p) ¢ thé lam
kho nhan biét nhizng du hiéu bao déng dudng huyét dang gidm thép (ha dwong huyét). Tham chi ching cé thé che 1ap hodc chan ding
céc dau hiéu dau tién clia ha dwong huyét.
Pioglitazone dung cung lic véi insulin:
Mét sé bénh nhan c6 bénh dai thao dwéng typ 2 va bénh tim lau ngay hodc tién st dot quy, khi dwec didu tri véi pioglitazone va insulin tré
nén bj suy tim. Néu ban cé cac déu hiéu suy tim nhw khé thé khac thwdng, ting can nhanh hodc phii né khu tri, hay bao cho bac sy biét
cang sé'm cang tét.
Néu ban dang dung bét ky thuc nao néi trén (hodc néu khong biét chic), hay hdi y kién bac sy, dwoc sy hodic y ta trwée khi dung Toujeo.
Toujeo va rwou:
Néng d6 dwéng trong méu c6 thé tang hay gidm néu ban uéng rwou. Ban nén kiém tra dwdng huyét thirong xuyén hon thwong 18.
Tai liéu thong tin thuéc
20
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@ Tac dung khéng mong muédn cua thudc )

Nhu tt ca cac thube khéc, Toujeo c6 thé gay tac dung phy, tuy khdng phai ai ciing g3p.

Néu dé y thdy nhitng ddu higu clia mirc dwong huyét qua thip (ha dwéng huyét), hay hanh dong ngay dé tang mic dwdng huyét.

Ha dudng huyét co thé rét nghiém trong va rét hay gap khi didu trj insulin (co thé xay ra & 1/10 s bénh nhan).

Mtrc dwérng huyét thap nghia 1a khong c6 du chat dwéng trong mau.

Néu duong huyét gidm qua thap, ban c6 thé bj bat tinh (mét tri giac).

Ha dwdng huyét niing cé thé gay tdn thwong néo va de doa tinh mang.

Phan (ng dj (vng nang (hiém gdip, xay ra & < 1/1000 s6 bénh nhan). Du hiéu c6 thé 1a ndi man va ng¥a toan than, phii né & da hoc miéng,
kho the, mudn ngét (tut huyét &p) kém nhip tim nhanh va va md hoi. Cac phan rng dj irng nang c6 thé de doa tinh mang.

Hay béo ngay cho bac sy néu ban dé y thdy nhitng d&u hiéu clia phan (ng dj tng ning.

Tai liéu théng tin thuéc
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@ Tac dung khéng mong muén cua thuéc )

Cac tac dung phu khac:
Hay bao cho bac sy, dwoc sy hodc y ta biét néu ban cé bat ky tac dung phu ndo sau day.
* Hay gdip (xay ra & < 1/10 s6 bénh nhan):

- Thay ddi trén da ché tiém: Néu tiém insulin qua nhidu Ian & cling mét chd, da c6 thé bj nhin nhim (teo m&) hoc day 1én (phi dai m&).
Insulin s& khéng cb tac dung tét. Thay di vi tri tiém & mdi Ian tiém sé giip d& phong nhirng thay ddi bat thwong nay.

- Phan (rng da va dj (rng tai chd tiém: cac du higu c6 thé 1a dé, dau qua mirc khi tiém, ngtra, ndi dat hodc viém. Phan ting nay c6 thé lan
rdng quanh chd tiém. Phan I&n nhiing phan (ng nhe véi insulin thwéng bién mét trong vong vai ngay dén vai tun.
« Hiém gip (xay ra & < 1/1.000 s bénh nhan):

- Phan (ng mét: sw thay ddi In trong kiém soat dwdng huyét (tbt hon hodic té hon) co thé gay xao trén thi lwe. Néu ban cé bénh mét lién
quan vé&i dai thao dwdng goi la “bénh véng mac ting sinh”, con ha dwéng huyét rat thap co thé gay mét thj e tam thoi.

- Swng b&p chan va ¢ chan do tich tu nwéc tam thoi trong co thé.
« Rét hiém (xay ra & < 1/10.000 sé bénh nhan):

- Thay déi vj giac (réi loan vj giac).

- bau co.
Théng bao ngay cho bac sy hodc dwgc sy nhirng phan trng c6 hai gap phai khi st dung thuéc.

Tai liéu théng tin thuéc
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@ Qua liéu va cach xiv tri )

Néu da tiém qua nhiéu Toujeo, mirc dwdng huyét clia ban cé thé gidm qua thap. Hay kiém tra dwdng huyét va an nhidu hon dé dé phong ha
dwdng huyét.

Piéu kién bao quan )

Trwée khi dung 1an dau:

Bao quan trong td lanh (2°C - 8°C).

Khéng dwoc dé dong lanh hodc sat ngén ddng lanh hodc vi nwéc da.

Gitr bt tiém trong hop d tranh anh sang.

Sau khi diing 1an dau hoidc mang theo dé dy phong:

Khéng duoc bao quan but tiém trong ta lanh. Bt tiém co6 thé dwoc bao quan téi da 6 tudn & nhiét dd khéng qua 30°C, tranh strc néng
trye tiép hodic anh sang tryc tiép. Hly b but tiém sau khoang thdi gian néi trén. Birng dé but tiém trong 6 t6 vao nhirng ngdy qua néng hodc
qua lanh. Ludn ludn day nap but khi khong str dung dé tranh &nh sang.

Khéng dworc tiéu hly thudc qua hé théng nwérc thai hodic chéat thai sinh hoat. Hay hdi dwgc sy v& cach tiéu hiy nhirng loai thubc khong con
cén dén. Nhirng bién phap nay sé gilip bao vé mai trdng.

Tai liéu théng tin thuéc
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@ )
30 thang ké tir ngay san xuét.
Tiéu chuan )
Tiéu chuén co s&
@ Co s& san xuét >
Sanofi-Aventis Deutschland GmbH,
Industriepark Hochst, Bruningstrale 50, D-65926 Frankfurt am Main, Dic.
Tai liéu thang tin thudc
24
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HUONG DAN SU’ DUNG BUT TIEM

( Vi tri tiém ) Q Cac bo phan cua but tiém )

Cac bd phan ctia bat tiégm Ngan chifa thudc  Pit-tong* Ctras8 Vach chiligu
= TR
! i Véng chon Iléu! !

N&p but Niémcaosu | Tén insulin Nat tiém
Thang insulin * Chi nhin théy pit-tdng sau khi d3 tiém vai Iy,
*Chi nhin théy pit-tong sau khi da tiém vai liéu.
Théng tin quan trong )
« Khéng dung chung bt tiém.

« Khéng dwec dung bat tiém khi nd bj hdng hodc khi khdng biét chic né cé hoat dong binh thwdng hay khéng.
* Ludn ludn phai test an toan.

+ Luén luén mang theo bt tiém va kim tiém dw phong dé dung trong trwéng hep but tiém, kim tiém bj mat hodc hng héc.

Tai liéu théng tin thuée
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@ Kiém tra but tiém )

L&y but tiém méi ra khai td lanh it nhét 1 gi¢ trwéc khi tiém. Tiém thude con lanh sé dau hon.

Kiém tra tén va han dung trén nhan b@ Théo nép but ) @ Kiém tra d trong ctia insuliD

« Phai bao dam dung dang loai insulin. Didu nay dac « Khéng dung but tiém néu insulin bj van
biét quan trong néu ban ¢4 nhirng but tiém khac niva. duc, c6 mau hodc cé nhirng hat lon con
« Khéng dwoc dung bat tiém da qua han sir dung.

Tai liéu théng tin thuée
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HUONG DAN SU’ DUNG BUT TIEM

@ Gan kim méi )
« Luén ludn phai dung mét kim méi vé khu&n cho méi 1n tiém. Diéu nay gitip tranh kim bj nghén, nhim bén va nhiém khuan.
« Chi str dung kim tiém thich hop @& dung véi Toujeo (vi du kim cta BD, Ypsomed, Artsana hodc Owen Mumford).

L4y kim mé&i va béc niém bao vé. )

Q ) Thao nép kim ngoai. Gii lai dé diing sau. ) ‘ ’ Théo nép kim trong va virt bo. )

Cn than khi thao tac véi kim tiém dé tranh bj kim cham va lay nhidm chéo Tai ligu théng tin thubc

27
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L]
@ Lam test an toan )

Ludn ludn lam test an toan tredc mai Ian tiém dé:
+ Bao dam but tiém va kim hoat dong binh thwong.
« Bao dam 4y dung liéu insulin.

Chon 3 don vi béng cach van vong chon liéu cho An hét chiéu sau nut tiém.

dén khi vach chi liéu nam giira s6 2 va so 4.

« Khi thdy insulin trao ra & mii kim 1a but hoat dong binh thwéng.
Néu khéng théy insulin trao ra:
« Can I3p lai bwéc nay, co thé dén 3 Ian, trede khi thdy insulin. )
+ Néu khéng thay insulin trao ra sau 1an thir ba, c6 thé kim bj nghén. Néu vay: Thay kim khac (xem BU'OC 6 va BU'OC 2). Réi lam lai test an
toan (BU'OC 3).
« Khéng dung bt tiém néu van khong théy insulin trao ra & mi kim. Hay dung mét bat tiém méi.
« Khéng duwoc dung bom tiém dé 14y insulin tir bat tiém.
Néu théy c6 bot khi: C6 thé thay bot khi trong insulin. Day la diéu binh thwéng, khong cé gi nguy hai. Tai ligu thong tin thude
28
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HUONG DAN SU’ DUNG BUT TIEM

‘ Chon liéu )

Khang dwoc chon liéu hoc 4n niit tiém khi chwa gén kim vi co thé lam hdéng but tiém.

Bao dam 12 da gén kim va cira b lidu chi 0", ) Vén,vang chon ligu cho.dén khivach chi llou chi

ding liéu caa ban.

« Néu I& van qua, cé thé van ngwoc lai.

+ Néu khéng c6 dd sb don vj insulin trong bt cho liéu cin dung,
vong chon liéu sé dirng lai & sb don vi con lai trong but.

+ Néu khdng thé chon dUi lidu, hay tach thanh 2 1an tiém hodc
dung mét bat tiém méi.

Sé 1& dwec chi bang
mét vach nam gitra
hai s6 ch&n: chon
29 don vi

S6 ch&n ndm ngay
vach chi liéu:
chon 30 don vj

Sé don vj insulin trong bt
+ Bt tiém chira tdng cong 450 don vi insulin. C6 thé chon liéu tir 1 @&n 80 don vi theo tirng néc 1 don vi. M3i bat tiém chira nhidu hon 1 liéu.  Tai liéu thong tin thuéc
+ C6 thé phdng chirng con lai bao nhiéu don vj insulin bang cach nhin vi tri clia pit-tong trén thang insulin.

29
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L]
@ Tiém liéu da chon )
Chon vi tri tiém nhw trén hinh Chlch kim vao da Dat ngon céi Ién nit tiém, roi 4n thing
géc hét chidu sau ctia nit & giir lai.
 Blrng cham vao ndt tiém. « Khong &n mot bén, ngén céi clia ban cé thé can tré
chuyé&n ddng xoay clia vong chon lidu.
Gii nat tiém va khi thay "0" trong ctra sé Sau khi gite nit va @ém cham dén 5,
\ chon liéu thi d&m cham dén 5. nha nut tiém. Sau d6 rut kim khéi da.
« Diéu nay giup cho tron ligdu thubc duoc tiém hét.
Néu thdy khé &n nat tiém: i s
« Dirng réng stc vi ¢é thé 1am gay but. * Néu van thay kh6 4n nit, hay ding mét bt tiém méi. Tai ligu thng tin thubc
« Thay kim (xem BU'O'C 6 va BUOC 2) rdi Iam test an toan (xem BUOC 3). = Khéng dwoc dung bom tiém dé Iy insulin tir bat tiém.
30
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HUONG DAN SU DUNG BUT TIEM
Thao kim va huy kim )

Can than khi thao tac véi kim tiém @é tranh bj kim cham va lay nhiém chéo.
Khéng duoc ding nép kim trong dé day lai.

4 Dung nap kim ngoai day Ién Huy bo kim mét cach an toan Ludn lu6n day nap but tiém roi
‘o kim, va duing né dé van thao e theo chi dan cua bac si, dwoc cat but cho dén lan tiém ké
\ kim ra khoi but tiém. \ sihodc y ta. tiép.

« Dé giam nguy co vo tinh bj thwong do
kim cham, dirng bao gi& ding ndp kim
trong @& day kim.

« Néu ban nh& mét ngudi khac tiém gidp,
hodc néu ban tiém cho mot ngwdi khac, thi
ngwdi thao tac phai dac biét than

trong khi thao va hay kim.

Tai liéu thong tin thube
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HUONG DAN SU’ DUNG BUT TIEM
L]
CHu’é’ng dan bao quan )
+ Néu SoloStar dwoc bao quan lanh, can lay ra khai ti lanh 1-2 gi® trwdc khi tiém vi tiém insulin lanh rt dau.
« Bt tiém SoloStar da qua st dung phai dwec tiéu hly theo dung qui dinh cla dia phwong.
(Béo tri )
« Dirng @& bt tiém SoloStar bj ban va 1dm bui. C6 thé lau bén ngoai but tiém SoloStar bing vai thdm wot.
« Khéng dwee nhing nwérc, rira hodc boi tron but tiém vi sé 1am hdng but.
+ Can nhe tay khi thao tac. Tranh nhi¥ng tinh huéng c6 thé lam hdng but tiém SoloStar. Néu e ngai bt tiém SoloStar bj hdng,
hay st dung mét but tiém mai.
Tai liéu théng tin thudc
32
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Giam glucose mau én dinh & kéo dai hon
so V@i insulin glargine U100

PK/PD phéng hon insulin glargine U100

Tiém 1 lan méi ngay,
th&i gian tiém linh hoat * 3 gio

Thé&i gian tac dung Ién dén 36 gio >

Han dung sau khi str dung 1an dau: 6 tuan

OYOYO)O)O)

Tai liéu thong tin thubc
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XIN CHAN THANH CAM ON
QUY BAC SI, DUOC SI!

Tai ligu thong tin thuéc
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QLSP- Toujeo Insulin 300U/ml 693/Qb- 03/10/2018 Dot 36 Dung Hop 5 TCCS 30
1113-  Solostar glargine QLD dich bit tiém théng
18 300U/ml tiém nap san
: thudc x
1,5ml

Thong tin thay doi/bo sung (Ma ho so= 91803/TT91 - Ngay tiep nhan: 16/04/2024)
. Vui long xem tai liéu tai tab Tai liéu cong ba (néu co).

Noi dung thay doi, bo sung Thong tin da duyét Thong tin de nghi thay doi, bo sung

Phéng 14.01 - Tang 14 va Tang 15, Théap 2,
s0 10 Ham Nghi, P. BEn Nghé, Q. 1, TPHCM, Toa nha The Nexus, 3A-3B Ton Dirc Thang,
Viét Nam Phwang B&n Nghé, Quan 1, Thanh phd Hd Chi

Minh, Viét Nam

Dia chi dang ky







BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S6: J45 CYQLD-KD Ha Ngi, ngay 26 thang AL ném 2019
V/v diéu chinh dla chi vin

Cuc Quan ly Duoc nhan dugc cong vin s6 06/2019/SAV-LEG dé ngdy
22/10/2019 cta Cong ty vé viée dé nghi diéu chinh dia chi vin phong trén Glay
chitng nhén dap tmg “Thyc hanh t8t bdo quan thudc, nguyén lidu 1am thube”,
dinh kém Glay chung nhén déng ky doanh nghiép con% ty trach nhiém hifu han
mgt thanh vién s6 0300782774 do S& K& hoach va dau tu thanh phé HO Chi
Minh cip 14n déu ngay 19/12/2008, ding ky thay dbi 1an thir 5 ngay 17/10/2019.
Cuc Quén 1y Duoc c6 y kién nhu sau:

8 Dfmg ¥ v6i d& nghi didu chinh dia chi vin phong ciia Cong ty tai Gidy
chimg nhén s6 331/GCN-QLD ngay 22/5/2019 cia Cuc truong Cuc Quén ly
Dugc vé viée cép G1ay chimg nhén d4p tmg “Thyc hanh t6t bio quin thudc,
nguyén liéu 13m thudc” cho Céng ty TNHH Sanofi-Aventis Viét Nam nhu sau:

- Dia chi vin phong cii:
S6 123, Pudng Nguyén Khoai, Phudng 01, Quan 4, Thanh phd H6 Chi
Minh.
No. 123, Nguyen Khoai Road, Ward 01, District 4, Ho Chi Minh City
- Dié. chi vin phong dugc didu chinh:
S6 10 Ham Nghi, Phudng Bén Nghé, Quan 1, Thanh phé H6 Chi Minh.
No. 10 Ham Nghi, Ben Nghe Ward, District 1, Ho Chi Minh City.

2. Céc ndi dung khic tai céc Gidy ching nhén s6 331/GCN-QLD; Quyét
dinh s? 331/Qb-QLD ngay 22/5/2019 ciia Cuc trudng Cuc Quan ly Dugce khong
thay doi.

Cuc Quén Iy Dugc thong bio dé Cong ty biét./.

g o KT. CUC TRUONG
- Nhur trén; r -
- CT. Vi Tufn Cudng (d8 blc); P C4UC TRUONG

- Luu: VT, KD (M).
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap - Tw do - Hanh phic
S6: 308 / , Ha Noi, ngay 14 thdng 05 ndm 2024

VENiEe ba ia nh Danh muc 40 vic xin, sinh phim
ﬁﬁ QW%H gjﬁy dang ky luu hanh tai Viét Nam - Dot 50

Can cur Ludt Duoc sd 105/2016/QH]13 ngay 06/4/2016,

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu té chike ciia B3 Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truomg B Y té quy
dinh viéc dang ky lwu hanh thuoc nguyén liéu lom thudc;

Cdn cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cia Bj trudng Bo Y 1é quy
dinh chikc ndng, nhi¢m vu, quyén han va co cau 16 chike ciia Cuc Quén 1y Dwoc thude Bé
Y té;

Cdn cir két ludn cua Hji dong tw van cdp gidy dang ky heu hanh thude, nguyén
liéu lam thudc - Bo Y té;

Theo dé nghi ciia Trwecng phong Pdng ky thuée, Cuc Quén Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 40‘ véc xin, sinh phém duoc
cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 50, bao gom:

1. Danh muc 01 sinh phém duoge cap gidy ddng ky luu hanh higu luc 05 nam - Pot
50 (Phu luc I kém theo Quyét dinh nay).

2. Danh muc 08 vic xin, sinh pl}ém duogc cép gidy dang ky luu hanh hiéu luc 03
nam - Dot 50 (Phu luc II kem theo Quyét dinh nay).

3. Danh muc 22 vic xin, sinh phdm dugc gia han gidy ding ky Iuu hanh hidu luc
05 ndm - Dot 50 (Phu luc III kem theo Quyét dinh nay).

4. Danh muc 09 sinh phém’duqc gia han gidy dang ky luu hanh hiéu luc 03 nam -
Dot 50 (Phu luc IV kem theo Quyét dinh nay).

Diéu 2. Co sd san xuat va co so dang ky thudc cé trach nhiém:

1. San Xut, cung cép thudc vao Viét Nam theo ding céc ho so, tai liéu da dang ky
v6i BO Y té va phai in s6 ding ky duge Bo Y té Viét Nam cAp 1én nhén thuc.

2. Chap hanh day du phap luét ciia Viét Nam va cac quy dinh ctiia B6 Y té v& san
xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bt ctr thay ddi gi trong
qué trinh hru hanh thudc & nuée sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan ly Duoc - B Y t Viét Nam.

3. Thyc hién vi€c cép nhét tiéu chuin chét luong cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B¢ truéng B6 Y té quy dinh vé chit
luong thudc, nguyeén li€u 1am thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 ctia
B6 truong Bo Y té sira ddi, bd sung mét s6 didu ctia Thong tuw 11/2018/TT-BYT quy dinh
vé chét lugng thudc, nguyén liéu lam thube.
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4. Cap nhat nhén thubc, t& huéng dan sir dung thudc theo quy dinh tai Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cta Bo truong B6 Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va t& hudng dan st dung thudc trong thoi han 06 thang ké tlr ngay
ky ban hanh Quyét dinh nay, theo hinh thire thay déi, bd sung gidy ding ky Iuu hanh
thubc quy dinh tai Théng tu s6 08/2022/TT-BYT dbi v6i thube chua cap nhit ndi dung
nhén thudc, t& hudng dan str dung thudc theo quy dinh tai Thong tu sé 01/2018/TT-BYT
ctia B trudng Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thubc dugc gia han
glay dang ky luu hanh tai Phu luc III, IV ¢ thay d01 v€ nd1 dung hanh chinh (bao gom ca
mau nhan, to huéng déan sir dung) phai san xuét (do1 v6i véc xin, sinh phdm san xut
trong nuéc), nhap khau (d6i voi véc xin, sinh phdm nhédp khu), luu hanh véi cac ndi
dung da dugc phé duyét thay di trong hd so ding ky gia han.

6. Phéi hop v6i céc co so y té dur phong, co s& diéu tri dé thuc hién theo diing céc
quy dinh hién hanh vé thudc ké don, theo di an toan, hiéu qua, tic dung khong mong
mudn cta thudc trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tai Piéu 5
Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo trudng Bo Y té quy dinh viée dang
ky Iwu hanh thuéc, nguyén liéu lam thudc dbi véi cac thudc thudc Danh muc ban hanh
kém theo Quyét dinh nay.

7. Co s& dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi han
higu luc cia gidy ding ky luu hanh thubc, nguyén liéu 1am thudc. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co so dang ky phai cé trach nhiém thuc hién
thay dbi co s& dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT ngay 05/9/2022
ctia Bo truong BO Y té quy dinh viéc ding ky luu hanh thudc, nguyén lidu lam thude
trong thoi han 30 ngay k& tir ngdy co s& dang ky khong con da diéu kién hoat dong.

8. Co so dang ky thuoc phai bdo cdao B Y (Cuc Quan ly Duoc) té vé cap nhat tinh
trang dap tng Thuc hanh t6t san xuét cla co s¢ san xuat thubc, nguyén lidu lam thude.
Trudng hop co sé san xudt bi thu hdi glay phép san xuit hoic khong dap ting Thuc hanh
t6t san xuét thubc, nguyén liéu lam thudc & nudce sé tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngdy c6 thong bao clia co quan quan ly c¢6 thim quyén nudc
s& tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s 54/2017/ND-CP ngiy
08/5/2017 cia Chinh phui quy dinh chi tiét mot sé diéu va bién phép thi hanh Luat Duogc.

9. Thudc sb thi tu 1 tai Phu luc IV Quyét dinh nay: sau khi duoc gia han gidy
ding ky luu hanh thubc, céng ty dang ky phai ndp hd so 14m sang theo hinh thic thay
dbi, bd sung quy dinh tai Phu luc II Thong tu s6 08/2022/TT-BYT dé duoc tiép tuc
xem x¢ét gia han gidy diing ky luu hanh cho 14n tiép theo.

10. Cac thudc sb thir tw 2, 3 tai Phu luc IV Quyét dinh nay: sau khi dugc gia han
gidy dang ky luu hanh thubc, cong ty dang ky phai ndp hd so 14m sang hay cong thuc
tham chiéu theo hinh thirc thay d6i, bd sung quy dinh tai Phu lyc IT Théng tu so
08/2022/TT-BYT d& duoc tiép tuc xem xét gia han gidy dang ky luu hanh cho lan tiép
theo.

Piéu 3. Cac thudc duoc gia han gidy dang ky luu hanh tai Phu luc III va Phu luc
IV Quyét dinh nay duoc tiép tuc sir dung sé dang ky da cip trudc khi gia han trong thoi
han t6i da 12 thang ké tir ngay dugc cp sb ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Picu 5. Giam déc S Y té cac tinh, thanh phd truc thude Trung wong va Giam déc
co s& san xut va co so ding ky cé thudc tai Piéu 1 chiu trach nhiém thi hanh Quyet dinh
nay./.

Noi nhin: CUC TRUONG
-Nhu Diéus;
- Bo truong BYT (dé b/c);

- Thir trudng D3 Xuan Tuyén (dé blc);
- Cuc Quan y - Bo Quoc phong, Cuc ¥ te Bo Céng an

quan - B§ Tai chinh;

- Béo hiém xa hdi Viét Nam;
- B6 Y té: Vu PC, Cuc YTDP, Cuc KHCN&DPT; Cuc
QLKCB, Thanh tra B9, Van phong NRA, Van phong
HDPTV cip GPKLH thuéc, NLLT; Trung tim mua sim QG;
- Vién KPQG VX&SPYT, Vién VSDTTW;

- Tf)ng Cong ty Dugc VN — CTCP, Céac Cong ty XNK dugc
pham (xem Website Cuc QLD);

- Céc Bénh vién & Vién c6 giuong bénh truc thuéc BYT;

- Cuc QLD: céc phong QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).

it Tuan Cuwong



(Kém theo quyét dinh s ..308....

Phu luc I

DANH MUC 01 SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 50

./OD-0LD, ngay 14../05./2024.ciia Cuc Quan Iy Duoc)

STT | Tén thudc | Hoatchit chinh—| Dang | Quy cich déng géi Tiéu | Tudithg | S6 ding ky
Ham lugng bao che chuan | (thang)
(0)) ()] (€] @ (©)] © (@) ®

1. Co 56 diang ky: Cong ty TNHH Thwong mai Dich vu Ky thuit Dic Viét (Dia chi: 86 1, ngdch
26/31 Nguyén Hong phuong Lang Ha, qudn Pong Pa, Ha Néi, Viét Nam)
1.1. Co s& san xuédt: Panpharma GmbH (Dia chi: Bunsenstrasse 4, 22946 Trittau, Pikc)

1 Heparin Heparin natri Dung Hop 25 1o x 5ml NSX 60 400410303124
Sodium 5000IU/ml dich tiém
Panpharma
5000 IU/ml
Ghi chu:

1. Cdch ghi tiéu chudn chdt hrong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX) Tiéu chudn co 5o (T CCS), In-house co y nghla tuong
dwong nhau, la tiéu chudn chat lwgng thuéc do co s6 san xudt xdy dung va déu c6 thé duoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chudn chdt heong diegc dién: Dugc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duwoc dten
My (USP), Duoc dién Nhdt Ban (JP), Dwge dién Trung Quéc (CP), Dirge dién Chéu du (EP), Dugc dién Quéc té

(IP)...
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Phu luc IT

TAI VIET NAM HIEU LUC 3 NAM - POT 50
(Kém theo quyét dinh s6: .308...../QP-QLD, ngay14../05./2024 ciia Cuc Quan Iy Duoc)

DANH MUC 08 VAC XIN, SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH

STT | Ténthudc | Hoatchitchinh—| Dang | Quy cichdénggéi | Tieu | Tudithg S6 ding ky
Ham lwgng bao ché chuan | (thang)
€)) 2 3 C) ) (6) ) ®)

1. Co s ding ky: Céng ty TNHH Dugc Phim GSK Vit Nam (Dja chi: Phong 702 va 703, Tdng 7,
Toa nha Metropolitan Tower, s6 235 dwong Dong Khdi, phuong Bén Nghé, qudn 1, Thanh pho H6 Chi

Minh, Viét Nam)

1.1. Co s& san xuit: ) o
Co s& san xuit khing nguyén gE, san xuit va déng goi cip 1 chit bd trg AS01B: GlaxoSmithKline
Biologicals SA (Dia chi: Parc de la Noire Epine - Rue Fleming 20, Wavre, 1300, Bi); )
Co sé dong goi cip 1 khing nguyén gE: GlaxoSmithKline Biologicals (Pia chi co s¢ dong géi cap 1
khdng nguyén gE: 637 rue des Aulnois, Saint Amand les Eaux, 59230, Phdp);
Co 56 dong goi cip 2: GlaxoSmithKline Vaccines S.r.1 (Dia chi: Bellaria-Rosia-53018 Sovicille (S),

Y);

Co s& xuit xuwdéng : GlaxoSmithKline Biologicals SA ( Dia chi: Rue de I'Institut 89, Rixensart, 1330,

Bi)

Shingrix

Mai liéu 0,5ml sau
hoan nguyén chira
50mcg khéng
nguyén gE ti td
hop cua vi rat
Varicella Zoster
(VZV) duoc bd trg
véi ASO1B

Bot va
hdn dich
pha hdn
dich tiém

Hop 1 lo bot dong
kho chira S0mcg
khang nguyén gE tai
t6 hop clia vi rit
Varicella Zoster va
1 1o chira 0,5ml hén
dich chat b trg
ASO1B

NSX

Lo bot
khang
nguyén
gE: 60
thang, lo
hdn dich
chét bd
tro
ASO1B:
36
thang.
Ngay hét
han caa
thanh
phim 1a
ngay hét
han cua
thanh
phan c6
ngay hét
han dén
trudc

540310303224

2. Co s& diang ky: F. Hoffmann-La Roche Ltd. (Pia chi: Grenzacherstrasse 124, CH-4070, Basel,

Thuy S7)

2.1. Co s& san xuit: Genentech Inc. (Pia chi: 4625 NE Brookwood Parkway, Hillsboro, OR 97124,
Hoa Ky); Co s& dong goi: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, CH-4303 Kaiseraugst,

Thuy S)
2 Herceptin Trastuzumab Bot dé Hop 1 1o NSX 48 001410303324
150mg pha dung
dich ddm
dic dé
pha dung
dich tiém

truyén




2

STT | Tén thudc | Hoat chét chinh — Dang | Quy cich dong géi | Tiéu Tudi tho S6 ding ky
Ham lwgng bao ché chuan | (thang)
@ 2 (&) @ 3 6 (U} ()

3. Co s¢ dang ky: F. Hoffmann-La Roche Ltd. (Pja chi: Grenzacherstrasse 124, 4058, Basel, Thuy Si)
4303 Kaiseraugst, Thuy Si)

3.1. Co sé san xuit: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg,

(U]

Vabysmo Faricimab Dung Hép 1 1o x 0,05ml
6mg/0,05ml dich tiém va 1 kim loc rat

thube

NSX

30

760410303424

4. Co s& ding ky: Merck Sharp & Dohme (Asia) Ltd. (Pia chi: 27/F, Lee Garden Two, 28 Yun Ping

Road, Causeway Bay, Hong Kong)
4.1. Co sé san xuit:

Co sé san xuit va déng géi chp 1: Merck Sharp & Dohme LLC (Pia chi: 770 Sumneytown Pike, West

Point, PA 19486, Hoa Ky);

Co s& déng g6i cAp 2 va xuit xwong: Merck Sharp & Dohme B.V. (Pja chi: Waarderweg 39,

Haarlem, 2031 BN, Ha Lan)

4 Pneumovax | MJi liéu vic-xin Dung Hop chira 1 bom NSX 28 001310303524
23 (0,5 ml) chira dich tiém | tiém déng sén 0,5ml
25mcg mdi loai kém 1 kim tiém
trong s6 23 loai riéng biét; Hop chira
huyét thanh 1 bom tiém dong
polysaccharide cia san 0,5ml kém 2
phé cdu khuén kim tiém riéng biét
Pan Mach: 1, 2, 3,
4,5, 6B, 7F, 8,
9N, 9V, 10A, 11A,
12F, 14, 15B, 17F,
18C, 19A, 19F,
20, 22F, 23F, 33F
5. Co s6 ding ky: MI Pharma Private Limited (Dia chi: Unit No. 402 & 403, Viva Hub Town, Shankar
Wadi, Village Mogra, Jogeshwari East, Mumbai - 40060, An D¢)
5.1. Co s& san xuét: Biocon Biologics Limited (Pia chi: Block No. BI, B2, B3, Q13 of QI and W20 &
Unit S18, Ist Floor, Block B4, Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase IV, Bommasandra-
Jigani Link Road, Bommasandra Post, Bengaluru - 560 099, An D)
5 Abevmy - Bevacizumab Dung Hop 1 lox 4ml NSX 24 890410303624
100 100mg/4ml dich ddm
dac pha
tiém
truyén
tinh mach
6 Abevmy - Bevacizumab Dung Hop 1 1o x 16ml NSX 24 890410303724
400 400mg/16ml dich ddm
dac pha
tiém
truyén
tinh mach
7 Fulphila Pegfilgrastim (r- Dung Hop 1 bom tiém NSX 36 890410303824
6mg/0.6ml DNA origin) dich tiém | déng sin 6mg/0,6ml
6mg/0,6ml




3

STT | Tén thudc | Hoat chatchinh—| Dang | Quy cich dong géi | Tiéu Tubitho | SO diing ky
Ham lwong bao ché chuan | (thang)
1) 2 3) “4) 3) (6) @) (8)

6. Co s& ding ky: Takeda Pharmaceuticals (Asia Pacific) Pte. Ltd. (Dia chi: 8, Marina Boulevard,
#05-02 Marina Bay Financial Centre, Singapore 018981, Singapore)
6.1. Co s& san xuit:
Co s& san xuit va déng goi so cip : IDT Biologika GmbH (DPia chi: Am Pharmapark, 06861 Dessau-

Rosslau, Dirc);

Co s& déng g6i thir cAp va xuit xwong: Takeda GmbH (Pia chi: Production Site Singen, Robert-
Bosch-Str. 8, 78224 Singen, Dikc);
Co sé san xuit dung méi dang 6ng tiém dong sin: 1. Baxter Pharmaceutical Solutions LLC (Pia
chi: 927 South Curry Pike, Bloomington, IN, 47403, Hoa Ky), 2. Catalent Belgium S.A. (Dia chi: Font

Saint Landry 10, 1120 Brussels, Bi);

z

Co s& san xuit dung mdi dang lo: Takeda GmbH (Pja chi: Production Site Singen, Robert-Bosch-Str.
8, 78224 Singen, Puc)

Qdenga

MB@i lidu vic xin
0,5ml sau khi hoan
nguyén chua:
Tuyp huyét thanh
1 virus Dengue
(virus st xuét
huyét) (séng, giam
ddc luc) > 3,3 log
10 PFU; Tuyp
huyét thanh 2
virus Dengue
(virus sbt xuét
huyét) (sbng, giam
ddc luc) > 2,7 log
10 PFU; Tuyp
huyét thanh 3
virus Dengue
(virus sbt xuét
huyét) (séng, giam
ddc luc) > 4,0 log
10 PFU; Tuyp
huyét thanh 4
virus Dengue
(virus s6t xuét
huyét) (sdng, giam
ddc luc) > 4,5 log
10 PFU

B6t pha
tiém

MBai lo bot chira 1
lidu véc xin. Hop 1
lo b6t va 1 lo dung
moi; Hop 10 lo bt
va 10 lo dung méi;
Hop 1 1o bot va 1
xylanh bom s&n
dung mdi va 2 kim
tiém; Hop 5 lo bot
va 5 xylanh bom
san dung moi va 10
kim tiém; Hop 1 lo
bot va 1 xylanh bom
san dung moi; Hop
5 lo bdt va 5 xylanh
bom sin dung mdi

NSX

18

400310303924

Ghi chu:

1. Cdch ghi tiéu chudn chat heong thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (Tt CCS), In-house c6 y nghia twong
duwong nhau, la tiéu chudn chat liong thuéc do co sé san xudt xdy dung va déu cé thé dugc ghi trén nhan thudc.

- Cdch viét tit cdc tiéu chudn chdt heong dirge dién: Duge dién Viét Nam (DDVN), Dugc dién Anh (BP), Dugc dten
My (USP), Duoc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Dwoc dién Chdu du (EP), Diwoc dién Quéc té

(IP)...




Phu luc III

DANH MUC 22 VAC XIN, SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 5 NAM - POT 50
(Kém theo quyét dinh s6: .308......./OP-QLD, ngay 14./05./2024 ciia Cuc Quén 1y Duroc)

STT | Ténthudc | Hoatchitchinh— | Dang Quy cich | Tiéu | Tudi S6 dang ky S6
Ham lwong bao ché dong goi chuén tho gia han lin

(thing) | (SO dingky | gia

da cfip) han

(0] 2) 3 C) ) (6) (M ) 9

1. Co s& diang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Szngapore 189352, Singapore)
1.1. Co s& san xuit: Abbott Biologicals B.V. (Dia chi co s¢ san xudt thanh phim: Veerweg 12, 8121

AA Olst, Ha Lan; ia chi san xudt ban thanh phdm don gid va tir gid: C.J. van Houtenlaan 36, 1381 CP
Weesp, Ha Lan)

Influvac M3i 0,5ml vic xin | Hon dich Hop 1 NSX 12 870310304024
Tetra chtra: tiém xylanh chua (VX3-1228-21)
A/Darwin/9/2021 0,5ml hon
(H3N2)-like strain dich
(A/Darwin/9/2021,
SAN-010) 15mcg
haemagglutinin,
A/Victoria/4897/202
2 (HIN1)pdm09-
like strain
(A/Victoria/4897/20
22,IVR-238) 15mcg
haemagglutinin,
B/Austria/1359417/
2021-like strain
(B/Austria/1359417/
2021, BVR-26)
15mcg
haemagglutinin,
B/Phuket/3073/2013
-like strain
(B/Phuket/3073/201
3, wild type) 15mcg
haemagglutinin

2. Co s& ding ky: Cong ty ¢b phin thwong mai Duoc Hoang Long (Dia chi: S6 143, dwong 174,
Khu B, An Phi - An Khdnh, phuong An Phii, Qudn 2, Thanh pho H6 Chi Minh, Viét Nam)

2.1. Co s& san xuét: Biotest AG (Pja chi co s¢ sin xudt: Landsteinerstrasse 5, D-63303 Dreieich,
Duc);

Co sé& xuit xudng: Biotest Pharma GmbH (Pja chi: Landsteinerstrasse 5, D-63303 Dreieich, D)

2 Intratect Globulin mién dich Dung Hop 1 1o x NSX 36 400410304124 1
nguoi trong d6 ¢6 | dich tiém | 20ml; Hop 1 (QLSP-0802-
chira it nhat 96% truyén lo x 50ml; 14)
IgG - 50g/1 tinh mach | Hop 1 1o x
100ml; Hop
1 1o x 200ml

3. Co s& diing ky: Céng ty cb phn Y t& Pirc Minh (Dja chi: S6 51, ngs 205, ngdch 323/83, duwong
Xudn Dinh, phuong Xudn Dinh, qudn Bdc Tir Liém, thanh pho Ha Néi, Viét Nam)




2

STT | Ténthubc | Hoat chitchinh— | Dang Quycich | Tiéu | Tudi S6 ding ky §6
Ham lugng bao ché dong goi chuin tho gia han lan

(thang) (So dang ky gia

da cap) han

() @ 3 @ ()] (O] () ® ®

3.1. Co s& san xuét: Centro Nacional de Biopreparados (BIOCEN) (Dja chi: Carretera Beltrdan Km

1 1/2, Bejucal, Mayabeque, Cuba)

3 Heberbiovac MBbi liéu vac xin Hoén dich | Hop 110 x NSX 36 850310304224 1
HB 0,5ml chira: Protein tiém 0,5ml; Hop (QLVX-0748-
khang nguyén bé 2510 x 13)
mat HBsAg (d0 tinh 0,5ml
khiét > 95%) 10mcg
4 Quimi-Hib MBOi lidu véc xin Dung | Hop25lox | NSX 36 850310304324 1
0,5ml chia: 10mcg | dichtiém | 0,5ml; Hop (QLVX-987-
Polysaccharide 11ox0,5ml; 17)
Polyribosylribitolph Hop chtra 10
osphate (PRP) cOng hépx 1lox
hop véi 20,8 — 0,5ml; Hop
31,25meg giai doc chira 6 hop x
t6 ubn van 2510 x
0,5ml
5 | Heberbiovac | Mdi liéu vac xin Iml | Hondich | Hép 1lox | NSX 36 850310304424 1
HB chtra: Protein khang tiém Iml; Hop (QLVX-0624-
nguyén bé mit 25 lo x 1ml 13)
HBsAg (d6 tinh
khiét > 95%) 20mcg
4. Co s& ding ky: Cong ty TNHH Mot thanh vién Vicxin va Sinh phdm s6 1 (Pia chi: S6 1 phé
Yersin, Phieong Pham Pinh H6, Qudn Hai Ba Trung, Ha Noi, Viét Nam)
4.1. Co sé san xuit:
Co s& san xuét lo bot dong kho: Serum Institute of India Pvt. Ltd. (Dja chi: 212/2, Hadapsar, Pune
411028, Maharastra state, An Pj);
Co sé san xuit nwée hdi chinh: Sovereign Pharma Pvt. Ltd. (Pia chi: 46/1-4, Kadaiya village, Nani
Daman, An Dj)
6 Measles, Mai liéu vic xin Botdong | Hop 50 lo NSX 24 890310304524 1
Mumps and | hoan nguyén 0,5ml kho bot déng kho (QLVX-1045-
Rubella chtra: Virus soi x 1 liéu vic 17)
Vaccine >1000 CCIDsp; xin va 50
Live, Virus Quai bi >5000 6ng dung
Attenuated CCIDsy; Virus méi nude cat
(Freeze- rubella > 1000 pha tiém
Dried) CCIDsg 0,5ml
5. Co's& diing ky: Cong ty TNHH Sanofi-Aventis Viét Nam (ja chi: S6 10 Ham Nghi, Phieong Bén
Nghé, Quén 1, Thanh pho H6 Chi Minh, Viét Nam)
5.1.Co s& san xuit: Sanofi-Aventis Deutschland GmbH (Pia chi: Industriepark Hochst,
Briiningstrafle 50, D-65926 Frankfurt am Main, Dikc)
7 Toujeo Insulin glargine 300 Dung Hoép 5 but NSX 30 400410304624 1
Solostar (don vi) U/ml dich tiém | tiém nap sin (QLSP-1113-
thubc x 18)
1,5ml

6. Co s& diang ky: F. Hoffmann - La Roche Ltd. (Pia chi: Grenzacherstrasse 124, 4058 Basel, Thuy

S7)




3

STT | Tén thude Hoat chit chinh — Dang Quy cach Tiéu Tudi S6 ding ky S6
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6.1. Co sé san xuét: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, CH-4303 Kaiseraugst, Thuy

S7)

Kadcyla

Trastuzumab
emtansine 100mg

B6t pha
dung dich
dam dac
dé pha
dung dich
tiém
truyén

Hop 1 1o

NSX

36

760410304724
(SP3-1217-21)

Kadcyla

Trastuzumab
emtansine 160 mg

B6t pha
dung dich
dam dic
dé pha
dung dich
tiém
truyén

Hop 110

NSX

36

760410304824
(SP3-1218-21)

6.2. Co sé san xuét: Chugai Pharma Manufacturing Co., Ltd. (Pia chi co sé sdn xudt: 16-3,
Kiyohara Kogyodanchi, Utsunomiya City, Tochigi, 321-3231, Nhdt Ban);
0i: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)

6.3. Co sé don

10 Hemlibra T—g Emicizumab Dung Hopllox | NSX 24 499410304924 1
30mg/ml dich tiém 1ml (SP3-1211-20)
7. Co s& ding ky: Ipsen Pharma (Dia chi: 65 Quai Georges Gorse, 92100 Boulogne Billancourt
Cedex, Phdp)
7.1. Co s& san xuit: Ipsen Biopharm Limited (Pja chi: Ash Road, Wrexham Industrial Estate,
Wrexham, CLWYD, LL 13 9UF, Anh)
11 Dysport Clostridium B6t pha Hop 1 lo NSX 24 500414305024 1
botulinum type A | dung dich (QLSP-1016-
toxin- tiém 17)
haemagglutinin
complex 500U
12 Dysport Clostridium Bét pha Hop 1 1o NSX 24 500414305124 1
botulinum type A | dung dich (QLSP-1015-
toxin- tiém 17)
haemagglutinin
complex 300U
8. Co sé diang ky: Organon Hong Kong Limited (Dia chi:Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kéng)
8.1. Co s& san xuit:
Co s& sin xuit va déng g6i cip 1: Vetter Pharma-Fertigung GmbH & Co. KG (Pia chi:
Schiitzenstrasse 87 and 99-101,88212 Ravensburg, Pic);
Co s& déng goi cap 2 va xuiat xwong: N.V. Organon (Pja chi: Kloosterstraat 6, 5349 AB Oss, Ha
Lan)
13 Elonva Corifollitropin alfa Dung Hopchial | NSX 36 400410305224 1
150mcg/0,5ml dich tiém | xylanh dong (QLSP-1125-
san 0,5ml va 18)
01 kim tiém
14 Elonva Corifollitropin alfa Dung Hop chira 01 | NSX 36 400410305324 1
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100mcg/0,5ml dich tiém | xylanh dong (QLSP-1124-
san 0,5ml va 18)
01 kim tiém

9. Co s& ding ky: Novo Nordisk A/S

(Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Dan Mach)
9.1. Co s& san xuat: Novo Nordisk A/S (Dia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach)

15 NovoRapid Insulin aspart Dung Hop 5 but NSX 30 570410305424 1
Flexpen 300U/3ml dich tiém | tiém bom (QLSP-0674-
sin thube x 13)
3ml
9.2. Co s& san xuit: Novo Nordisk A/S (Pia chi co sé san xudt: Novo Alle 1, DK-2880 Bagsvaerd,
Dan Mach, Pia chi co s6 ldp rdp, ddn nhén va déng géi thik cap: Brennum Park 1, DK-3400 Hilleroed,
Dan Mach)
16 Tresiba Insulin degludec Dung Hop 5 but NSX 30 570410305524 1
FlexTouch 10,98mg/3ml dich tiém | tiém bom (QLSP-930-16)
100 U/ml sin thudc x
3ml
9.3. Co s san xuit: Novo Nordisk A/S (Pia chi co sé san xudt: Novo Alle 1, DK-2880 Bagsvaerd,
Dan Mach (Cdch viét khdc: Novo Alle 1, Bagsvaerd, 2880, Pan Mach); Pia chi co s Idp rap biit tiém:
Brennum Park 1, Hilleroed, 3400, Pan Mach (Cdch viét khdc: Brennum Park 1, DK-3400, Hilleroed,
Dan Mach); Dia chi co sé¢ dong goi thir cdp: Hallas Alle 1, Kalundborg, 4400, Pan Mach (Cdch viét
khdc: Hallas Alle 1, DK-4400, Kalundborg, Pan Mach))
17 Victoza Liraglutide Dung Hopchtal | NSX 30 570410305624 1
18mg/3ml dich tiém but tiém (QLSP-1024-
bom sin 17)
thuéc x 3ml;
Hop chira 2
but tiém
bom sén
thudc x 3ml;
Hop chtra 3
but tiém
bom sén
thudc x 3ml
9.4. Co s& san xuit: Novo Nordisk Production SAS (Pia chi: 45 Avenue d’Orléans, F-28000
Chartres, Phdp)
18 | Mixtard 30 Mbi 10ml chira Hondich | Hopllox | NSX 30 300410305724 1
Insulin Human tiém 10 ml (QLSP-1055-
(rDNA) (isophane 17)
insulin crystals) 700
IU, Insulin Human
(rDNA) (soluble

fraction) 300 IU

10. Co sé dang ky: Sanofi Pasteur (Pia chi: 14 Espace Henry Vallée, 69007 Lyon, Phdp)
10.1. Co s& san xuét:
Co s& san xuét: Sanofi Pasteur (Dia chi: Dia diém san xudt 1: 1541, avenue Marcel Mérieux 69280
Marcy I’Etoile - Phdp; Pia diém san xudt 2: Parc Industriel d’Incarville 27100 Val de Reuil, Phdp)

19

| Verorab Vic |

MOoi liéu vac xin

| Vicxin | Hop 1lo,lo | NSX |

36

| 300310305824 |

1
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gia han
(S6 diing ky
da c4p)
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S6
lan
gia
han

®

xin dai (bat
hoat), diéu
ché trén
canh cly té
bao

hoan nguyén 0,5ml
chita: Virus dai bét
hoat (ching Wistar
Rabies PM/WI 38
1503-3M)>2,5 IU

bot dong
kho va
dung moi
hoan
nguyén

1 liéu véc
xin déng
kho, kém 1
bom tiém
nap san
0,5ml dung
moi NaCl
0,4%; Hop
10 lo, mbi lo
1 lidu vic
xin dong
kho, kém 10
bom tiém,
mdi bom
tiém nap san
0,5ml dung
moi NaCl
0,4%

~(QLVX-986-

16)

10.2. Co's6'san Xuét: ) )
Co sé san xuit, co s& dong dng, co sé dong goi thir cip, co sé xuit xwong: Sanofi Pasteur (Dia chi:
Parc Industriel d’Incarville, 27100 Val de Reuil, Phdp);

Co s& déng Ong, co' s& dong géi thir cAp: Sanofi Winthrop Industrie (Pia chi co sé dong ong, co s¢

ddng géi thir cap: 1051 boulevard Industriel, Le Trait, 76580, Phdp);
Co sé dong goi thw cép, co s& xuét xwong: Sanofi Pasteur (Dia chi:1541 avenue Marcel Mérieux,
69280 Marcy 1’Etoile, Phdp)

20

Vaxigrip
Tetra

MBbi liéu 0,5ml vic
xin (dang manh, bét
hoat) chira:
A/Victoria/4897/202
2 (HIN1)pdmO9 - sir
dung chiing tuong
duong
(A/Victoria/4897/20
22,IVR-238) 15
mcg HA;
A/Darwin/9/2021
(H3N2) - stt dung
ching tuong duong
(A/Darwin/9/2021,
IVR-228) 15 mcg
HA;
B/Austria/1359417/
2021 - st dung
ching tuong duong
(B/Michigan/01/202
1’
ching hoang dd) 15
mcg HA;

Hon dich
tiém

Hop 1 bom
tiém nap san
1 li€u 0,5ml

NSX

12

300310305924
(VX3-1230-21)
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B/Phuket/3073/2013
— st dung chung
tuong duong
(B/Phuket/3073/201
3, ching
hoang d3) 15 mcg
HA

10.3. Co s& sin xuit: Global Biotech Products Co., Ltd. (Pia chi: 241 Gateway City Industrial
Estate, Moo 7, Huasamrong, Plaengyao, Chachoen,

sao 24190, Thdi Lan)

21 Imojev Mbi lidu 0,5ml vic | Bot dong Hop 1 1o NSX 36 885310306024 1
xin hoan nguyén kho chira 1 lidu (QLVX-1108-
chira: Virus Viém véc xin bot 18)
ndo Nhat Ban ching dong kho va
SA14-14-2, t4i t 1 lo dung
hop, séng, giam doc moi chia
luc 4,0 5,8 log 0,5ml dung
PFU dich NaCl
0,4% vo
khuén kém 1
bom tiém va
2 kim tiém
10.4. Co s& san xuit: Sanofi Pasteur Limited (Dia chi: 1755 Steeles Avenue West, Toronto, Ontario,
Canada, M2R 3T4, Canada)
22 Adacel Maéi liéu 0,5ml Hondich | Hop1lox 1 | NSX 36 754310306124 1
chtra: Giai doc tb tiém lidu; Hop 5 (QLVX-1077-
udn vén SLf; Giai lox 1 lidu 17)
doc t bach hau 2Lf;
Ho ga vo bao: Giai
doc t6 ho ga (PT)
2,5meg; Ngung két
t6 hdng cAu dang soi
(FHA) 5mcg;
Pertactin (PRN)
3mcg; Ngung két t§
2 + 3 (FIM) Smcg
Ghi chii:

1. Cdch ghi tiéu chudn chat legng thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (Tt CCS), In-house c6 y nghia tuong
dirong nhau, la tiéu chudn chat lwgng thuéc do co sé san xudt xdy dung va déu co thé dwoc ghi trén nhan thudc.
- Cdch viét tdt cdc tiéu chudn chdt heong dwoc dién: Dugc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc

dten My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duoc dién Chau Au (EP), Duoc dién
Quoc té (IP)...

2. 86 dang ky tai cét (8):
- S6 ding ky gia han la sé dang ky dugc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 cua B¢ trudng Bo Y té quy dinh viéc dang ky heu hanh thuée, nguyén liéu lam thuée.

- 86 ddng ky da cap (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp treée khi thuéc duoc gia han theo
quyét dinh nay.




Phu luc IV

DANH MUC 09 SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 50

(Kem theo quyét dinh sé: ..308...../OD-0LD, ngay 14./05./2024 ctia Cuc Quan Iy Duoc)

STT | Ténthudc | Hoatchitchinh— | Dang Quy cich | Tiéu | Tudi S6 ding ky S6
Ham lwong bao ché dong goi chuin tho gia han lin

(thing) | (SO dingky | gia

da cip) han

1) @) 3 “4) ) (6) ) 3 )

1. Co s& diing ky: Cong ty cb phin thwong mai Dwoc Hoang Long (Pja chi: S6 143, duong sé 174,
Khu B, An Phii - An Khdnh, phwong An Phii, Qudn 2, Thanh phé H6 Chi Minh, Viét Nam)
1.1. Co s& sén xuat: Biotest AG (Dia chi: Landsteinerstrasse 5, D-63303 Dreieich, Pirc); Co sé xuét
xwong: Biotest Pharma GmbH (Dia chi: Landsteinerstrasse 5, D-63303 Dreieich, Dirc)

Albiomin Albumin nguoi Dung Hop 1lox | NSX 36 400410306224
20% 200g/1 dich tiém | 50ml; Hop (QLSP-0797-
truyén 1 1o x 100ml 14)
tinh mach

2. Co s& ding ky: Cong ty c6 phin Vic xin va sinh phdm Nha Trang (Pia chi: 26 Han Thuyén,
phuong Xuwong Hudn, thanh phé Nha Trang, tinh Khdnh Hoa, Viét Nam)

2.1. Co s& sian xuat: Cong ty C6 phin Vic xin va Sinh phdm Nha Trang (Pja chi: Thén Cdy Xodi,
xa Suéi Tdan, huyén Cam Lam, tinh Khdnh Hoa, Viét Nam)

2 Enterogran Goi 1g chira: Thuéc | Hop 10 gdéi x [ NSX 36 893400306324 1
Bacillus clausii bot 1g; Hop 20 (QLSP-954-16)
2.000.000.000 CFU goix lg

3. Co sé diing ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: L6 B, Puong s6 2,
KCN Pong An, phueong Binh Hoa, thi xa Thudn An, tinh Binh Duwong, Viét Nam)
3.1. Co s& san xuit: Cong ty TNHH Lién doanh Hasan - Dermapharm (Pja chi: L6 B, Puong s6 2,
KCN Pong An, phweong Binh Hoa, thi xd Thudn An, tinh Binh Dirong, Viét Nam)

893400306424
(QLSP-946-16)

Bolabio Saccharomyces Thudc | Hop 30 géix | NSX 24
boulardii 10° CFU bt g

4. Co sé dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse 124, 4058 Basel, Thuy Si)
4.1. Co s& san xuat: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)

4 Avastin Bevacizumab Dung Hopllox | NSX 24 760410306524 1
100mg/4ml dich ddm 4ml (QLSP-1010-
dic dé 17)
pha dung
dich
truyén

5. Co s& dang ky: Ferring Private Ltd. (Pia chi: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912, Singapore)

5.1. Co s& san xuit: Co s& san xuit dung dich tiém va déng géi so' cAp: Vetter Pharma-Fertigung
GmbH & Co. KG (Dia chi: Schiitzenstrasse 87, 99-101, 88212 Ravensburg, Dirc); Co s& dong géi thir
ca’ip: Ferring Controlled Therapeutics Limited (Dia chi: 1 Redwood Place, Peel Park Campus, East
Kilbride, Glasgow, G74 SPB, Vieong quic Anh); Co sé xuat xwong: Ferring GmbH (Pia chi: Wittland
11, 24109 Kiel, Dirc)

ML Pl A

Rekovelle Follitropin delta Dung Hop 1 but NSX 36 400410306624
12mcg/0,36ml dich tiém | tiém dong (SP3-1204-20)
san dung
dich tiém va

N~ 95 \\
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3 kim tiém
6 Rekovelle Follitropin delta Dung Hop 1 but NSX 36 400410306724 1
36mcg/1,08ml dich tiém | tiém dong (SP3-1205-20)
san dung
dich tiém va
6 kim tiém
7 Rekovelle Follitropin delta Dung Hop 1 but NSX 36 400410306824 1
72mceg/2,16ml dichtiém | tiém dong (SP3-1206-20)
san dung
dich tiém va
9 kim tiém

6. Co s6 ding ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38, Beach Road, #18-11, South Beach
Tower, Singapore 189767, Singapore)

6.1. Co s& san xuat: Vetter Pharma-Fertigung GmbH & Co. KG (Dia chi: Eisenbahnstrasse 2-4,
88085 Langenargen, Dirc); Co s& dong géi: Genzyme Corporation (Dia chi: 11 Forbes Road,
Northborough, MA 01532, Hoa Ky)

8 Elaprase Idursulfase 6mg/3ml Dung Hop 1 lo x NSX 36 400410306924 1
dich ddm 3ml (QLSP-H03-
dédc dung 1164-19)
cho dung
dich tiém
truyén
tinh mach
7. Co s& ding ky: Zuellig Pharma Pte. Ltd. (Pia chi: 15 Changi North Way, #01-01, Singapore
498770, Singapore)
7.1. Co s& sin xuit: Vetter Pharma - Fertigung GmbH & Co. KG (Pia chi: Schiitzenstrasse 87 and
99-101, 88212 Ravensburg, Pirc); Co s& dong g6i thir cip: Vetter Pharma-Fertigung GmbH & Co.
KG (Pia chi: Mooswiesen 2, 88214 Ravensburg, Pirc); Co s& xuit xwong: AbbVie Biotechnology
GmbH (Dja chi: Knollstrasse, D-67061 Ludwigshafen, Pirc)
9 Humira Adalimumab Dung Hop 2 vi, NSX 24 400410307024 1
40mg/0,4ml dich tiém | mdi vi chtra (QLSP-HO03-
1 syringe 1173-19)
dong sin

thudc va mot
miéng bong
cOn

Ghi chu:

1. Cdch ghi tiéu chudn chat lwgng thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (T CCS), In-house c6 y nghia twong
dwong nhau, la tiéu chudn chat lwong thuéc do co sé san xudt xdy dung va déu c6 thé duoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chuan chdt legng dwgc dién: Dugc dién Viét Nam (DPVN), Dugc dién Anh (BP), Duoc
dién My (USF), Dugc dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chdu Au (EP), Dugc dién
Quoc té (IP)...

2. 86 ddang ky tai cét (8):

- S6 dang ky gia han la sé dang ky dwoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay
05/09/2022 cvia BS trudng Bg Y té quy dinh viée dang ky luu hanh thudc, nguyén liéu lam thudc.

-84 ddang ky da cap (dwoc ghi trong ngodc domn) la so ding ky da dwgc cdp trudc khi thudc dwoc gia han theo
quyét dinh nay.
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CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
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\;\ QUYET PINH
Nl ‘:

V& videcdiig b Daﬁﬁ" uc thubc, nguyén ligu lam thude ¢6 gidy ding ky lru
h

/

an \i‘;’ilmiq tiép) tu s” dung theo quy dinh tai khoan 1 Piéu 3 Nghi quyét sé
& JQH15 ngay 09/01/2023 ciia Qubc hoi (Pot 7)

LHe HO /

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi quyét sé ' 80/2023/QH15 ngay 09/01/2023 cua Quéc hi vé
viéc tiép tuc thuc hién mot s6 chinh sdch trong phong, chong dich COVID-19 va
sir dung gidy ding ky lueu hanh thudc, nguyén liéu lam thudc hét thoi han hiéu luc
tir ngay 01/01/2023 dén ngay 31/12/2024;

Cdn cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phit quy
dinh chitc néing, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cit Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bo truéng Bo Y 16
quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chitc ciia Cuc Quan Iy
Dueoc thude Bé Y té;

. Can cit Cong van s6 429/BYT-QLD ngay 01/02/2023 ciia Bg Y 1é vé viéc
trién khai thuc hién Diéu 3 Nghi quyét s6 80/2023/QH15;

Theo deé nghi ciia Truéng phong Péng ky thuée, Cuc Quan Iy Duroc.
QUYET PINH:

Piéu 1. Céng bd kém theo Quyét dinh nay Danh muc thubc, nguyén liu lam
thudc c¢6 gidy dang ky luu hanh duoc tiép tuc st dung tir ngay hét hidu luc dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Diéu 3 Nghi quyét s6 80/2023/QH15
ngay 09/01/2023 cua Qubc hoi (Pot 7), cu thé nhu sau:

Danh muc vic xin, sinh phém dugc cong bd tai Phu luc kém theo Quyét
dinh nay.

Piéu 2. Danh muc thudc, nguyén li€u lam thudc dugc cong bd tai Piéu 1
dugc ding tai trén Céng thong tin dién t¢ cia B6 Y té tai dia chi:
https://moh.gov.vn/home, Trang thong tin dién tir cia Cuc Quan ly Duogc tai dia
chi: https://dav.gov.vn va duoc tiép tuc cap nhat, bd sung tai cac dot cong bd tiép
theo.

Théng tin chi tiét clia timg thudc, nguyén liéu 1am thube dugce tra ctru theo sb
dang ky cong bo trén trang thong tin dién tr cia Cuc Quéan ly Duoc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.

Pidu 3. Trudong hop thudc, nguyén liéu 1am thudc da thuc hién thay dbi, bd

sung trong qua trinh luu hanh hoéc ¢6 dinh chinh, stra 601 thong tin lién quan dén
gidy dang ky luu hanh da duoc cap, doanh nghiép xuét trinh vin ban phé duyét
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hodc xé4c nhan cia Cuc Quan ly Dugc véi cac co quan, don vi lién quan dé thuc
hién céc thu tuc theo quy dinh phép luat.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Giam dbc S& Y té cac tinh, thanh phé truc thude Trung wong, Giam
dbc co s san xudt va co s& ding ky c6 thube, nguyén liéu 1am thube duoc cong
b6 tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRU’c’rNG
- Nhu Piéu 5;

- B6 truong BYT (dé b/c);

- Thir truéng D3 Xuan Tuyén (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quén y - Bd Qudc phong, Cuc Y té - Bo Cong an;
Cuc Y té GTVT - B¢ Giao thong vén tai; Téng Cuc Hai
quan - B9 Tai chinh;

- Bao hiém x4 hdi Viét Nam;

- B6 Y té: Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc
QLKCB, Thanh tra B, Van phong NRA, Vin phong
HPTV cip GPKLH thudc, NLLT; Trung t4m mua sim
QG;

- Vién KPQG VX&SPYT, Vién VSDTTW,

- Téng Cong ty Duoc VN — CTCP, Cac Cong ty XNK
duoc phém (xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 giuong bénh truc thuéc BYT;
- Cuc QLD: cac phong QLGT, QLKDD, QLCLT,
PCHN, VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (2b).
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Phu luc

DANH MUC VAC XIN, SINH PHAM CO GIAY PANG KY LUU HANH PUQC TIEP TUC SU
DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024 THEO QUY PINH TAI KHOAN
1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023 CUA QUOC HOI (POQT 7)

(Kém theo Quyét dinh s6 708 /OP-QLD ngay27/09/2023 ciia Cuc Qudn Iy Duoc)

(*) Ghi chii: Cdc thudc khdc ddp ting yéu cau tai Nghi quyét 80/2023/QH15 dwoc tiép tuc cdp
nhat, bé sung tai cdac dot tié;p theo.

STT

S6 ding ky

Tén thudc

Co s¢ ding ky

> o A
Co sé san xuat

1

QLVX-1109-18

Diphtheria, Tetanus,
Pertussis, Hepatitis B
and Haemophilus
influenza type b
Conjugate Vaccine

Cong ty TNHH MTV Véc xin va
Sinh Phdm s& 1 (VABIOTECH)

SERUM INSTITUTE OF INDIA.

PVT. LTD.

Adsorbed
2 [QLVX-1110-18 |Vacxinviemgan A  |Cong ty TNHH MTV Véc xin va |Cong ty TNHH MTV Véc xin va
tinh khiét, bat hoat- |sinh Phdm s6 1 sinh Phdm s& 1
HAVAX
3 QLSP-1112-18 |Polhumin Mix-2 Céng ty TNHH Duwgc phdm Ba |Tarchomin  Pharmaceutical
Lan Works "Polfa" S.A
4 QLSP-1113-18 |Toujeo Solostar Coéng ty TNHH Sanofi- Aventis |Sanofi-Aventis Deutschland
Viét Nam GmbH
> QLSP-1114-18 [Gynoflor Diethelm & Co., Ltd. Nha san xuat: Haupt Pharma
Amareg GmbH
Co s& xudt xuwdng: Medinova
AG
6 QLSP-1115-18 |Broncho-Vaxom Ever Neuro Pharma GmbH OM Pharma SA
Adults
7 QLSP-1116-18 |Broncho-vaxom Ever Neuro Pharma GmbH OM Pharma SA
Children
8 QLSP-1117-18 |Herceptin F. Hoffmann-La Roche Ltd. F. Hoffmann-La Roche Ltd.
9 QLSP-1120-18 |Actemra F. Hoffmann-La Roche Ltd. Nha san xudt: Vetter Pharma-
Fertigung GmBH & Co. KG
Co s& déng gbi va xudt xudng:
F. Hoffmann-La Roche Ltd.
10 [QLSP-1122-18 |[IVF-CINJECTION LG Chem, Ltd. LG Chem, Ltd.

50001V




STT S6 ding ky Tén thudc Co s& diang ky Co sé' san xuat
11 |QLSP-1124-18 |[Elonva Merck Sharp & Dohme (Asia) [Nha san xuat: Vetter Pharma-
Ltd. Fertigung GmBH & Co. KG

Co s& déng gbi: N.V. Organon

12 |QLSP-1125-18 |Elonva Merck Sharp & Dohme (Asia) [Nha san xuat: Vetter Pharma-

Ltd. Fertigung GmBH & Co. KG

Co s& ddng gbi: N.V. Organon

13 ]QLSP-1126-18 |Actrapid Novo Nordisk A/S Novo Nordisk A/S

14 |QLSP-1127-18 [Insulatard Novo Nordisk A/S Novo Nordisk A/S

15 [QLSP-1128-18 [Mixtard 30 Novo Nordisk A/S Novo Nordisk A/S

16 |QLSP-1129-18 |Albunorm 20% Octapharma AG Octapharma
Produktionsgesellschaft
Deutschland mbH

17 [QLSP-1130-18 |Human Albumin Shire Singapore Pte. Ltd. Nha sdn xudt: Baxter

Baxter 200 g/I Manufacturing S.p.A

Co s& dan nhdn, déng gdi va
kiém soat chat luwgng: Baxter
AG

18 [QLSP-1131-18 |Human Albumin Shire Singapore Pte. Ltd. Nha san xudt: Baxter

Baxter 250 g/I Manufacturing S.p.A

Co s& dén nhan, déng goi va
kifm soat chat lwong: Baxter
AG

19 |QLSP-1132-18 |NEULASTIM Zuellig Pharma Pte. Ltd. Amgen Manufacturing Limited
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BO YTE
I\/I]N'IS’.[R’Y OF H}EALTH
CUC QUAN LY DUQC
DRUG ADMINISTRATION OF VIETNAM

138A Gidng V0 - Ha Ngi - Vi

PHEP

*\f

Tén thude
Name of Drug:

Thanh phéan chinh, ham lwo'ng
Active Ingredients, Strength:

Qui cach déng gai, bao ché
Packing Size, Dosage ;fom'r
Tiéu chuén ‘chat‘lgo'ng.
Quality Speciﬂcéfiop{

Han ding
Shelf-life:

S6 gidy phéb Iy hanh san phérﬁ (SBK)

Markettng Authonzatlon Number

Sé quyét dinh
Approval. Decision Number:

Hiéu Iyc clia gidy phép luu hanh san pham:co gia tn 05 nam ke tw ngay cap

Expiration Date of this Marketmg Authonzatron

Tén co s& dang ky:
Name of Market/ng Authonzatlon leder

Pia chi
Address:

Tén co s¥'san xuét:
Name of Manufacturer:
Pia chi RN
Address:

Tén go sédong go::-.
Name of Assembler

Dia chi
Address.

Ghi chu: (Note)

1- Gléy phép lwu hanh san pham nay dwoc cap theo diing hd sq

dang ky thuéc da duoc BS Y t& phé duyat.

- 'MA!§(W|NG AUTHORIZATION

TpUj_e,o,So'l’ostar
Insulin glargine ;a‘oio Ulml

- Hép 5 bt tiém nap san thuéc X 1,5ml; Dung dich
tiém

TocS

30 thang

'693/QE)AQLD ~

7 23 Nguyén Khoa1 Quan 4, TP Ho Chi Mmh -
Viét Nam

-Sanofi —Aventls Deutschland GmbH

o .Industnepark Hochst Brunlngstra,Be 50 D-65926
- Frankfurt am Main - Germany " Y

CONG HOA XA HQI CHU NGHIA VIET NAM
SOCIALIST REPUBLIC OF VIETNAM
Dgc Idp - Tu do - Hanh phic

Independence - Freedom - Happiness

QLSP-1 1 1 3 18
Ngay cép 03/1 0/201 8

Date of lssuance

Cong ty TNHH Sanoﬁ- Aventls viét | Nam

Hé NG6i, ngay 03 thang 10 ndm 2018

KT. CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIE

4O CUC TRUONG
ENERAL-DIRECTOR

.

This markeling authorization has been issued in accordance with the dossier

approved by the Vietnam Ministry of Health.

2- Bét clv s thay ddi nao v& ndi dung clia gidy phép phai dwoc

Cuc Quan Ly Dwoc - B Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be

adopted by the Drug Administration of Vietnam.
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NHAN PHU TIENG VIET DAN

AN TREN HOP THUGC TOUJEO®SOLOSTAR®
: 7]
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R
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ZThuée ké don\ A
Toujeo® SoloStar® 300 donivilmi . “SBK:
Dung dich tiém trong but tiém nap-san. Tiém duwéi da.
Thanh phan: 1,5ml dung dich chira 450 don vi insulin glargine.
Hop 5 bat tiém nap san 1,5 ml.
Chi dinh, cach ding, chong chi dinh va cac théng tin khac: xin doc trong té heéng dan sir dung.
S6 16 SX, NSX, HD xem “Batch”, “Mfg”, “Exp” trén bao bi.
Han diing Ia ngay cudi cling cla thang hét han (Exp) trén bao bi.
Dé xa tam tay tré em.
Boc ky hwéng din s dung trwede khi dung. 1
Tiéu chudn chét lwvong: TCCS ‘
Trudc khi dung 1&n dau: bdo quan trong th lanh (2°C-8°C). Khéng dwoc d& déng lanh hodc sat |
ngén déng hodc vi nwedc da. Gilr nguyén bt tiém trong hdp dé tranh anh sang.
Sau khi dung lan d&u hodc mang theo st dung: khéng dwoc bdo quan bat tiém trong ta lanh. But
tiém co thé duoc bdo quan & nhiét 46 khéng qua 30°C trong t6i da 4 tudn, tranh sirc néng trwre
tiép hodc anh sang truc tiép.
San xuét tai:
SANOFI- AVENTIS DEUTSCHLAND GmbH
Industriepark Hachst, Briiningstralie 50, D-65926 Frankfurt am Main, Germany.

Nha nhap khau:

I

KiCH THUG'C THAT NHAN PHU TIENG VIET DAN TREN HOP THUGC

Rx - Thuéc ké& don Truéce khi ding l&n ¢du: bio quén trong 1 fanh (2°C-8°C). Khéng duoc aé déng lanh hodic
Toujeo® SaloStar® 300 domn viiml Sak: sat ngan déng hodc vi nwéc da. Giir nguyén but tiém trong hdp dé tranh anh sang.
Dung dich tiém trong biit tiém nap sén. Tiém dudi da. Sau khi ding 1dn d3u hodc mang theo sl dung: khdng dugc bdo quén bt tiém trong
Thanh phin: 1,5ml dung dich chiza 450 don vj insulin glargine. Hop 5 but tiém nap s3n 1,5ml. lanh. Bt tiém c6 thé dugc bdo quan & nhigt a6 khong qua 30°C trong téi da 4 tudn, trénh
Chi dinh, céch dimng, chéng chi dinh va cac théng tin khac: xem trong t& hwéng din sir dung  sirc néng trwe tiép hodc anh sang tnyc tidp.
thudc kam theo. 16 SX, NSX, HD xem "Batch”, “Mfg”, “Exp” trén bao bi. San xuét tai SANOF|- AVENTIS DEUTSCHLAND GmbH
Han dilng Ja ngdy cudi ciing ctia thang hét han (Exp) trén bao bi. Industriepark Hachst, 50, D-85926 Frankfurt am Main, Germany.
é xa tim tay ré am. Doc kj huréng dan st dung fnedc khi diing. Nha nhéap khiu:
Tiéu chudn chét lwong: TCCS
| —
4 e
hO |
P
C
T
DF
4
ig
% o=
N
& §
N
N
\ 88
\t
15
' | A
AZ
ot
R O
? —
5
3
H

Ho

¥




'3

\ I 7
Lot/Batch: ‘]
Fab./Mfg.: i
EXP;
a 15 ml
* A utiliser uniquement dans ce stylo, sinon un J4 1.5
surdosage sévére peut survenir. Voie sous-cutanée
* Use only in this pen or severe averdose can result.
Subcutaneous use
e dlayda doyar it Jpand! i) @Lill 16 3 add Jlazisstlle
Al b Jlexiaudy Sanofi-Aventis Deutschland GmbH
N J \ J \_

SAP-Nummer
Sprachvariante
Erstellversion
Packmittel erstellt am
Packmittel gesndert am
Abmessungen

kleinste verwendete
SchriftgroRe

531712
056

2 .
18.11.2015 / Pefleth —~ » _o»°
05.01.2016./ Perletty=

60 X 62,1 mm

Farben:
Pantone Process Black .
Pantone 7487 [
Pantone 5477 [l

Pantone 186 .

Kontur [l

weille Unterlegung

. Pantone 7407
nicht nnt
o /3-.:;,:;::_\, \ S




Rx- Thuéc nay chi ding the :%ﬁ?gt{huéc
7 “Toujeo SoloStar

/o CONG TYA
1/ Tnun  Insdlin glargine 300 don vi/mli

’\r 051 Dung dich tiém trong bt tiém nap s&n

Boc ky hwéng dan sir dung trwéc khi dung. Néu can thém théng tin xin héi y kién bac sy.
Théng bao ngay cho bac sy hodc dwoc s§ nhirng phan rng cé hai gip phai khi sir dung
thuoc.

THANH PHAN CONG THPC THUOC
- Thanh phan hoat chét : insulin glargine 450 don vi/ 1,5 ml
- Thanh phan ta dwoc: Clorua kém, Metacresal, glycerol, Acid hydrochloric (d& didu chinh
pH), natri hydroxyd (dé diéu chinh pH), Nwéc pha tiém.

DANG BAO CHE
Dung dich tiém trong but tiém nap san.

CHIi BINH
Toujeo duwoc ding dé diéu trj dai thao dwdng & ngudi Iom.

LIEU DUNG, CACH DUNG

Ludn [uén dung thudc nay ding nhw I&i bac sy da dan. Hay hai lai bac s§, dwoc sy hodc y ta néu
ban khéng biét chic. '

Méc du Toujeo chira cling mét hoat chat nhw insulin glargine 100 don vi/ml, nhung hai thuée nay
khdng thé thay thé 1&n nhau. Viéc chuyén tir liéu phap insulin nay sang liéu phap insulin khac doi
héi phai cé y kién bac s, s gidm sét y khoa va theo dai dudng huyét. Xin hdi bac sy dé biét thém
théng tin.

Liéu dung:

But tiém nap san Toujeo SoloStar cé thé tiém dwoc lidu tir 1 dén 80 don vi trong méi 14n tiém, diéu
chinh tirng néc 1 don vi. Clra s chi lidu trén bt tiém SoloStar cho thdy sé don vi Toujeo duwoc
tiém. Khéng cén tinh lai liéu Iwong.

Dwa vao 16i séng, két qua xét nghiém duwong huyét va viéc st dung insulin trwde day cla ban, bac
s sé cho biét;

e Ban can diing bao nhiéu Toujeo méi ngay va vao gi¥ nao.

e Khinao ban can kiém tra dwdng huyét, va cé can xét nghiém nuwéc tidu hay khang.

e  Khinao ban can tiém liéu cao hon hoc thap hon.

Toujeo Ia insulin tdc déng dai. Bac s§ cd thé sé cho dung thubc nay kem véi mét insulin tac déng
ngan, hodc véi cac thudc chéng dai thao dudng khac.

Néu ban ding nhiéu hon mét loai insulin, ludn luén phéi bdo d&@m dung dung loai insulin bing cach
kiém tra nhan insulin trwéc méi 1an tiém. Néu khong biét chic, hay héi bac s§ hodc dwoc s¥.

Nhiéu yéu té c6 thé anh hudng dén mirc duwong huyét clia ban. Ban can biét nhitng yéu té nay dé
c6 thé phan (rng dung dan véi nhiing thay ddi cia mirc dwéng huyét va dé phdng dwéng huyét qua
cao hodc qua thap. Xem phan déng khung & cudi t& huéng din nay dé biét thém théng tin.

Gi® tiém thudc linh hoat
e Tiém Toujeo m&i ngay mét Ian tét nhat vao cling mét gi& méi ngay.
e  Khican, cé thé tiém trong vong 3 gi¢ trwdc hodc sau gi¢r tiém thudc thwng 8.

St dung trén bénh nhan cao tudi (65 tudi tré 1&n)
Néu la ngui 265 tudi, hay néi cho béc sy biét vi c6 thé ban can ding lidu thap hon.

iir |




Néu c6 bénh gan hodc bénh than i
Néu ban c6 bénh gan hodc bénh than, hay néi cho bac s biét vi co thé ban cn dung liéu thap hon.

Trwée khi tiém Toujeo

° E)oc ky hwéng dan s dung trong to hwomg dan.

e  Néu khong tuan thd tat ca nhirng hwéng dan nay, ban co thé tiém qua nhidu hoac qua it insulin.

Cach dung

e Toujeo dwoc tiém dwéi da.

e Tiém vao mat trwée dui, canh tay, hoac trwdc bung.

e Mai ngay nén thay déi vj tri tiém trong vung tiém da chon. Lam vay sé gidm nguy co teo da
hoac day da (xem thém thdng tin & muc “Cac tac dung phu khac”).

Pé @& phong kha nang lay bénh, khéng bao gi& ding but tiém insulin cho nhiéu hon mét ngudi,

ngay ca khi da thay kim.

Ludn ludn phai gédn maét kim méi vo khuan trwedc méi 13n tiém. Dwng bao gi& dung lai kim tiém. Dung

lai kim tiém Iam t&ng nguy co nghet kim va vi thé c6 thé gay non liéu hosic qua lidu insulin.

Kim da st dung phal duwoc thai bd trong thing chira vat sac nhon hodc theo sy chi dan ctia dwoc

s¥ hay qui dinh cla dja phwong.

Khéng dwgc ding Toujeo

o Khong dwoc tiém vao tinh mach, vi sé lam thay @di tdc dong cla thudc va l1am dwong huyét
gidm qua thap.

e Khéng diing trong bom insulin truyén tinh mach.

e Khdng dung néu thubc cé cac hat lon con. Dung dich thudc phai trong, khéng mau va gidng
nhw nuwéc.

Khéng duoc ding bom tigm dé |4y Toujeo tir bat tiém SoloStar, néu khéng, cé thé gay qua lidu

nang.

Khong dung néu but tiém SoloStar bj héng, khong dwo'c bao quan ding cach, néu ban khong biét

no co hoat dong binh thwong khéng hodc ban nhan thay viéc kiém soat dwdng huyét tré nén xau

hon ngoai du kién.

e V(¢ bd bdt tiém nay va ding mét bat tiém méi.

e Hay n6i chuyén véi bac sy, dwoc sy hodc y ta néu ban gap truc trac véi bat tiém.

Néu quén dung Toujeo

Khi c&n, cé thé tiém Toujeo trong vong 3 gi® trwdc hodc sau glo’ tiém thuéc thwong Ie

Néu bd sét mét lidu Toujeo hosic khong tiém d lidu insulin, mire dwdng huyet c6 thé tang kha cao

“(tang dwong huyet) Hay kiém tra du’orng huyét thudng xuyen Xem phén déng khung & cubi t&

hwéng din nay dé biét thong tin vé diéu trj tang dwdng huyét.

e Khéng duoc tiém liéu gap déi dé bl vao liéu quén diing.

e  Kiém tra dwdng huyét va tiém lidu ké tiép vao gio thuwong 8.

e Dé biét théng tin vé diéu trj ting dwdng huyét, hay xem phan déng khung & cuéi t& hwéng din
nay.

Néu ngwng diing Toujeo

Khéng dwoc ngung dung thuéc nay ma khéng néi cho bac > s biét. Néu tly tién ngwng ding, dwong

huyét c6 thé tang rat cao va gay tich ty axit trong mau (nhiém toan ceton).

Néu cb bét ky thac méc nao khac v viéc st dung thuéc, hay héi bac sy, duvoc sy hoac y ta.

CHONG CHi BPINH: Khong dwoc diing Toujeo:
Néu ban dj tng véi insulin glargine hodc bét ky thanh phan nao ctia thubc

CANH BAO VA THAN TRONG KHI DUNG THUOC
Toujeo khdng phai la insulin duoc chon dé diéu tri nhi&m toan ceton do dai thao dwédng. Thay vao

d6, trong nhirng trdng hop nay khuyén cao nén tiém tinh mach insulin thwong (regular).
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Trwdng hop khéng dd kiém soat dwéng huyét, hodic bénh nhan cé khuynh hwéng cé cac con ting
hodc ha dwong huyét, cdn xem xét lai sw tuan trj cdia bénh nhan, céc vj tri tiém, k§ thuat tiém phu
hop va tat ca cac yéu té lién quan khac trwdc khi xem xét dén viéc diéu chinh liéu.

Ha dwdng huyét

Théi gian xuat hién ha dwéng huyét phu thudc vao hd so tac déng cla insulin dugc st dung va do
d6 cé thé thay ddi khi phac dd diéu trj thay déi. ? .

Céan than trong dic biét va ting cudng theo déi dwdng huyét & nhitng bénh nhan ma con ha
dwong huyét c6 thé anh hwéng nghiém trong trén 1am sang, vi du nhirng bénh nhan cé hep dang
ké dong mach vanh hodc cac mach mau nudi ndo (nguy co bién chirng tim mach hozic bién chirng
& ndo do ha duéng huyét), cling nhw & bénh nhan cé bénh véng mac ting sinh, dic biét néu khong
didu trj bAng ngung két quang hoc (nguy co mi tam thei theo sau ha dwéng huyét).

Bénh nhan can y thirc dwgce cac tinh huéng ma triéu chirng cdnh bao vé& ha dwéng huyét giam di.
Céc triéu chirng canh bao ha dwong huyét co thé thay ddi, it ro rét hon hodc vang han & mot sé
nhém nguy co' nhat dinh. Cac tinh hudng nay bao gdm nhitng bénh nhan:

- c6 kiém soat dwdng huyét cai thién ro rét,

- ¢6 ha dwdng huyét tang dan,

- 16n tuéi,

- sau khi chuyén déi tr insulin déng vat sang insulin ngudi,

- c6 bénh than kinh tw chq,

- ¢6 tidn sir dai thdo dwéng l1au dai,

- dang bi bénh ly tam than,

- dang dwoc didu trj ddng thoi véi mot sb thude khac (xem muc Tuong tac, twong ky cla thude).
Nhirng tinh hubng nhw vay cé thé gay ha dwéng huyét ning (va cé thé bj mat tri giac) trudc khi
bénh nhan kip nhan biét ha dwdng huyét.

Tac dung kéo dai clia insulin glargine tiém dudi da c6 thé 1am cham phuc hdi ha dwong huyét.

Néu ghi nhan gia tri HbA1c binh thwdng hodc gidm, can can nhac kha nang tai phat cac con ha
dwdrng huyét ma khdng nhan thire duwgc (d3c biét vé dém).

Bénh nhan cin tuan tha ché do lidu dung va ché do an kiéng, st dung insulin ding cach va nhan
biét dworc c4c triéu chirng ha dwdng huyét d& gidm nguy co ha dwdng huyét. Cac yéu t6 lam téng
sw nhay cam véi ha dwong huyét cin dugc theo ddi chit ché va cé thé can didu chinh liéu. Cac
yéu t6 nay bao gdm:

- thay déi khu virc tiém,

- ci thién sy nhay cdm véi insulin (vi du: bang cach loai bd cac yéu té cing thang),

- hoat dong thé chét thay ddi, tang cwéng hodc kéo dai,

- bénh gian phat (vi dy: nén mda, tiéu chay),

- &n udng khong day du,

- bd blra an,

- ubng rwou,

- mét sé réi loan ndi tiét khong bu trir (vi du: trong chirng suy giap, suy thiy triedce tuyén yén, hodc
suy tuyén thuwong than),

- didu tri ddng thoi véi mét sb thube khac (xem muc Twong tac, twong ky cla thudc)

Chuyén ddi qitra insulin glargine100 don vi/ml va Toujeo

Vi insulin glargine100 don vi/ml va Toujeo khéng twong dwong sinh hgc véi nhau va khéng thé thay
thé 1&n nhau, nén viéc chuyén ddi co6 thé can thay déi lidu dung va chi nén thirc hién dwéi sw gidm
sat y khoa chét ché (xem muyc Canh béo va than trong khi diing thuéc).

Chuyén ddi gitra cac insulin khac va Toujeo

Chi nén the hién viéc chuyén ddi gitra mét loai hodc mdt nhan hiéu insulin khéc va Toujeo dwéi sy
giam sat y khoa chét ché. Su thay ddi v& ham lwgng, nhan hiéu (nha san xuat), loai insulin (thweng,
NPH, cham, tac dung dai, v.v...), ngudn gbc (dong vat, ngudi, chat twong déng insulin ngudi)
va/hodc phwong phap san xuét cé thé dan dén viéc thay déi liéu lwong (xem muc Canh bao va than
trong khi diing thuéc).

Bénh gian phat :
Bénh gian phat doi héi theo déi chuydn hoa chat ché hon. Nhiéu trwéng hgp can chi dinh xét
nghiém nwéc tiéu tim thé ceton, va thwéng thi can didu chinh lidu insulin. Nhu cdu vé insulin

thwong ting 1én. Bénh nhan dai thdo dwdng typ 1 phai tiép tuc tiéu thy it nhat 1a mét lwgng nhé
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carbohydrate mét cach déu dan, ngay ca khi ho chi cé thé &n it hodc khong thé #n, hodc dang bi
nén méa vv... va khéng bao gi& dwec bé insulin hoan toan.

Khang thé khang insulin

St dung Insulin c6 thé gay ra sy hinh thanh céc khang thé khang insulin. Trong mét sé hiém
trdng hop, sw hién dién clia cac khang thé khang insulin nay c6 thé doi héi chinh liéu insulin dé
didu chinh lai xu-hwéng tang hodc ha dwéng huyét. : -

Phéi hop Toujeo véi pioglitazone

Céc tredng hop suy tim d& dwoc bao cédo khi dung két hop pioglitazone v&i insulin, dic biét &
nhi*ng bénh nhan cé cac yéu tb nguy co phat trién suy tim. Diéu nay nén dwoc lwu ¥ néu xem xét
két hop pioglitazone va Toujeo. Néu diing dén phéi hop nay, bénh nhéan nén dwoc gidm sét cac
dAu hiéu va triéu chirng suy tim, t3ng can va phi né. Nén nguwng diing Pioglitazone néu bét ky triéu
chi¥ng tim mach nao xau di.

Dé& phong nham Ian thuée

Phai ludn ludn kiém tra nhan insulin trwdc méi 1an tiém dé tranh nham |an gitra Toujeo va cac
insulin khac.

P& tranh nham I4n lidu va kha ning dung qua liéu, can phai hwéng din bénh nhan khéng bao gié
duing éng tiém @& rat Toujeo tr bt tiém (xem myc Qua liéu va xd tri).

Trwéc mai Ian tiém nén dung mét kim tiém tiét tring méi. Can phai hwéng dan bénh nhan khéng st
dung lai kim tiém. Viéc st dung lai kim tiém sé ting nguy co kim bj tt va c6 thé din dén khong d
liéu hodc qua lidu. Trwdng hop kim tiém bij tét, bénh nhan phéi tuan theo hwdng dan mé ta trong
bwéc 3 clia Hwéng dan st dung bt tiém kém theo trong déng goi.

Bénh nhan phai kiém tra tan mét s don vj da chon trén cira sb chi liéu clia bt tiém. Bé&nh nhéan bj
muU ho#c kém thj Iwc can cé s tro gitip cla mét ngudi khac ¢ thi lwc tdt va dwoc tap huén vé cach
dung bt tiém insulin. Xem thém muc 4.2 “Liéu dung, Cach ding”.

Ta dwoc

Thubc nay chira dwdi 1 mmol (23 mg) natri trong méi liéu, tirc 1a co ban ‘khéng c6 natri’.

s’ DUNG THUOC CHO PHU NI¥ ¢ THAI VA CHO CON BU

C¢ thai

Khéng ¢6 kinh nghiém Iam sang nao v& viéc st dung Toujeo trén phy ni cé thai.
Péi vai insulin glargine, khéng cé di¥ liéu 1am sang vé nhitng trwdng hop mang thai ¢6 phoi nhiém
tlr cac nghién ctru 1dm sang déi chirng. Mot sé Iwgng I&n di liéu vé phu ni¥ cé thai (hon 1.000 két
cuc thai ky diing thuéc c6 chira insulin glargine 100 don vi/ml) cho thay khéng cé tac dung phuscu
thé nao cua insulin glargine trén thai ky va khéng gay ddc tinh thai nhi/tré so sinh hoéc di dang
thé clia insulin glargine.

D¥ liéu trén dong vat khéng cho thay cé déc tinh sinh san.

Co thé xem xét str dung Toujeo trong subt thai ky, néu can thiét vé mat 1am sang.

)
Cac bénh nhan co tién st mic dai thao dwdng hodc cd dai thao dwdng thai ky can duy tri Kiem
soat chuyén héa tét trong suét thai ky d& ngan ngira cac két cuc bét loi lién quan dén ting dwdng
huyét. Nhu cdu v& insulin c6 thé gidm trong tam ca nguyét thir nhét, va thudng tang Ién trong tam
ca nguyét thir hai va thir ba. Ngay sau khi sinh, nhu cu insulin gidm nhanh chéng (lam tang nguy
co ha dwdng huyét). Can theo déi kiém soat duwéng huyét can than.

Cho con bu

Khéng rd liéu insulin glargine cé bai tiét vao si*a me hay khéng. Dy doan khéng cé tac dung
chuyén hoda cla insulin glargine dwoc hap thu Ién tré so sinh / tré nhé bu stra me Vi insulin glargine,
la mét peptide, dworc tiéu hda thanh cac amino acid trong dwdng tiéu héa ctia con ngudi.

Phu nt cho con bt cé thé can phéi diéu chinh liéu insulin va ché do &n uéng.




Kha ndng sinh san
Cac nghién clru trén dong vat khéng chi ra nhitng tac dong cé hai tryc tiép ddi véi khad nang sinh

san.

ANH HU'ONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Kha n3ng tap trung va phan (ng clia bénh nhan cé thé bj glam stit do ha dwdng huyét hodc tang
dwdng huyét hodc, vi du, do suy gidm thj lwc. Diéu nay cé thé gay nguy co' trong cac tinh huéng ma
cac kha ning nay cé tAm quan trong dac biét (vi du: lai xe hodc s dung may mac).

Nén khuyén bénh nhan than trong @& tranh tinh trang ha dwéng huyét trong khi lai xe. Digu nay dac
biét quan trong ddi véi nhirng ngudi gidm hodc khéng nhan thirc dugc triéu chirng canh bao vé ha
dwdng huyet ho#c c6 tinh trang ha dwong huyét thwdng xuyén. Can nhéc lai ¢ nén lai xe hay st
dung may méc trong nhitng trweéng hep nay hay khéng

TUONG TAC, TUONG KY CUA THUOC
Hay néi cho bac s§, dwoc s§ hodc y ta biét néu ban dang dung, gan day da dung hodc cé thé dung

bt ky thudc nao khéc.
Mét sé thubc cé thé lam thay déi ndng dd du’orng huyét. Piéu dé cé nghia la phai thay déi liéu insulin

cla ban. Vi vay, trwde khi diing mét thuée khac, hay héi bac sy xem thubc dé co anh hwdng mic
dwong huyét cla ban hay khéng, va néu cé thi cén phai 1am gi. Ban ciling can cén than khi ngung

diing mét thuée nao dé.

Pudng huyét cé thé gidm (ha dwdng huyét) néu ban dung:

B4t ky thudc nao khac diing trj d4i thao dwong.

Disopyramid - diing dé trj mét s bénh tim mach.

Fluoxetin - diing dé tri trdm cam.

Khang sinh sulfonamid.

Fibrat - diing dé ha ndng dd lipid cao trong mau.

Thudc (e ché monoamin oxidase (MAO) - dung dé trj trAm cam.

Thubc trc ché men chuyen duing @& tri mot s6 bénh tim va cao huyét ap.

Thubc giam dau va ha sét, nhw pentoxnfyllln va salicylat (nhu acid acetylsallcyllc)
Pentamldln duing @ trj mot s6 bénh do ky sinh trung Thudc nay cé thé lam duweng huyét gidm
qua thap, rdi déi khi sau d6 gay tang dwong huyét.

Puwéng huyét cé thé ting (tiing dwdng huyét) néu ban dung:
Corticosteroid nhw cortisone - ding dé trj viém.
Danazol - diing dé trj bénh lac ndi mac ti cung.
Diazoxid - dung d& trj cao huyét ap.

Thuéc trc ché protease - diing dé trj HIV.

Thuéc loi tiéu - diing d trj cao huyét ap hodc ¥ nwéc.
Glucagon - dung @é trj ha dwéng huyét néng.

Isoniazid - diing dé tri bénh lao.

Somatropin, mét hormon téng truwdng.

Hormon gidp - diing dé trj céc réi loan tuyen giap.
Cac estrogen va progestogen - nhw thudc vién tranh thai dung trong kiém soat sinh dé.

Clozapln olanzapin va cac dan xuét phenothiazin - dung dé tri cac réi loan tam than.
Thuoc cwong giao cam nhw epinephrin (adrenalin), salbutamol va terbutalin - ding dé tri hen

suyén.

Puwong huyét co thé tang hodc gidm néu ban dung:

e Thubc chen béta hoc clonidine - duing dé trj cao huyét ap.
o Mudi lithi - dung @ trj cac rdi loan tam than.
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Thubc chen béta

Thubc chen béta ciing nhuw cac “thuée liét giao cdm khac” (vi du clonidine, guanethidine, reserpine —
ding d& trj cao huyét ap) co thé lam khé nhan biét nhitng du hiéu bao déng duwdng huyét dang
giam thép (ha dwdng huyét). Tham chi chiing cé thé che lap hodc chéin ding cac déu hiéu dau tién
clia ha duwéng huyét,

Pioglitazone duing cting Itic v&i insulin

Mbt s8 bénh nhan cé bénh dai thao dwdng typ 2 va bénh tim 1au ngay hoac tién st dét quy khi duoc
diéu trj v&i pioglitazone va insulin tré nén bj suy tim. Néu ban cé cac dau hiéu suy tim nhw kho thé
khac thwdng, ting can nhanh hodic phli né khu trt, hdy bao cho béc s§ biét cang sém cang tét.

Néu ban dang diing bt ky thuéc nao nai trén (hodc néu khong biét chic), hay héi y kién bac s,
dweoc sy hodc y ta trrde khi dung Toujeo.

Toujeo va rwou . .
N&ng dd dwéng trong mau cé thé tiing hay gidam néu ban uéng rwou. Ban nén kiém tra dwéng huyét
thwéng xuyén hon thwong 1é.

TAC DUNG KHONG MONG MUON CUA THUOC
Nhuw tat ca cac thuée khac, Toujeo ¢ thé gay tac dung phu, tuy khéng phéi ai cling gap.
Néu @é y thiy nhirng d4u hiéu ctia mirc dwérng huyét qua thip (ha dwéng huyét), hdy hanh
déng ngay dé ting mirc dwong huyét (xem phan déng khung & cudi té& hwéng dan nay).
Ha dwéng huyét co thé rat nghiém trong va rat hay gép khi diéu tri insulin (cé thé xay ra & 1/10 sé
bénh nhan).
MUrc dwong huyét thap nghia 1a khéng c6 du chét dwéng trong mau.
Néu dwong huyét giam qua thap, ban cé thé bj bét tinh (mét tri giac).
Ha dwong huyét ndng cé thé gay ton thwong ndo va de doa tinh mang.
D& biét thém théng tin, xem phn déng khung & cudi t& hwéng dan nay.
Phan trng di tng ning (hiém gip, xay ra & < 1/1000 sé bénh nhan). Dau hiéu cé thé la ndi man va
ngtra toan than, phti né & da hodc miéng, khé thé, muén ngét (tut huyét &p) kém nhip tim nhanh va
va md hoi. Cac phan trng dj tng nang cé thé de doa tinh mang.
Hay bao ngay cho bac s§ néu ban dé y thay nhitng dau hiéu ctia phan (rng dj (rng ndng.
Cac tac dung phu khac
Hay bao cho béc s§, dwgc s§ hodc y ta biét néu ban cé bat ky tac dung phu ndo sau day.
Hay gip: xay ra & < 1/10 s6 bénh nhan.

e Thay ddi trén da chd tiém: Néu tiém insulin qua nhiéu [an & ciing mét chd, da cé thé bj
nhan nhim (teo m&) hodc day lén (phi dai m&). Insulin sé khdng c¢é tac dung tét. Thay
@i vi tri tiém & mdi 1an tiém sé giGp d& phong nhirng thay déi bat thuwdng nay ,

e Phan (ng da va dj trng tai chd tiém: Cac dau hiéu cé thé la d, dau qua mikc khi tiém,
ngtra, ndi dat hodc viém. Phan (ng nay co thé lan rong quanh chd tiém. Phan Ién

_ nhitng phan trng nhe véi insulin thirdng bién mét trong vong vai ngay dén vai tuan.

Hiém gip: xay ra & <1/1.000 s6 bénh nhan.

e Phan trng mét: Sy thay ddi I6n trong kiém soat dwdng huyét (tét hon hodc té hon) co
thé gay xao tron thi lwc. Néu ban cé bénh mét lién quan véi dai thao dwdng goi la “bénh
véng mac ting sinh”, con ha dwéng huyét rat thap cé thé gay mét thj lwc tam thei.

e Swng b3p chan va cd chan do tich tu nwéc tam thei trong co thé.

RAt hiém: xay ra & < 1/10.000 s6 bénh nhan
e Thay ddi vi giac (r6i loan vj giac).
e Pau co.
Théng bao ngay cho béc s§ hodc dwgc s§ nhixng phan (ng cé hai gép phai khi st dung thuédc.

QUA LIEU VA CACH XU TRIi:

Néu da tiém qua nhiéu Toujeo, mlrc dwéng huyét cla ban cé thé gidm qua thap. Hay kiém tra
dwdng huyét va #n nhidu hon dé& @& phong ha dwéng huyét. Néu dwdng huyét qua thap, hay xem
théng tin trong phan déng khung & cubi té hwéng dan nay.
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CAC PAC TiNH DU'Q'C LUC HQC

L\lhém dwoc ly-trj liéu: Thude chdng dai thdo dweng. Insulin va céc chét twong ddng dang tiém, tac
yng dai.

Ma ATC: A10A E04.

Co ché tac déng : : :

Hoat tinh chinh cla insulin, k& ca insulin glargine, 1a diéu hoa sw chuyén héa glucose. Insulin va cac

chét twong ddng clia n6é ha thp ndng dd glucose trong mau béng cach kich thich sy thu nap

glucose ngoai bién, dic biét Ia & co van va m&, va béng cach trc ché sy sdn xuét glucose & gan.

Insulin trc ché sw phan gidi m& trong té bao m&, trc ché sw phan gidi protein va ting cudng tong

hop protein.

Tac dung duwoc luc

Insulin glargi’ne la mét chét twong ddng insulin ngudi dwoc thiét ké dé co do hoa tan thép & pH

trung tinh. O’ pH 4, insulin glargine tan hoan toan. Sau khi ti€ém vao mé dwéi da, dung dich c6 tinh

acid dwoc trung hoa, din dén sw hinh thanh mét két tla tir 6 phéng thich lién tuc nhirng lweng nhd

insulin glargine.

Nhw da thay trong céc nghién clru kep glucose trén bénh nhan dai thao dwdng typ 1, tac dung ha

glucose clia Toujeo té ra én dinh va kéo dai hon so v&i insulin glargine 100 don vi/ml sau khi tiém

dw6i da. Hinh 1 trinh bay két qua tlr mdt nghién ctru déi chéo trén 18 bénh nhan dai thao duwéng typ

1 duwoc thuc hién trong téi da 36 gi® sau tiém. Tac dung cta Toujeo vwot qua 24 gié (Ién dén 36

gi®) & nhikng liéu cé y nghia I&m sang.

Sw phéng thich insulin glargine tir tda Toujeo kéo dai hon so véi insulin glargine 100 don vi/ml c6

thé quy cho viéc gidm hai phan ba thé tich tiém, lam cho tlia cé dién tich bé mat nhé hon.

Hinh 1: Dién bién hoat tinh & trang thai én dinh ndng @ trén bénh nhan dai thao dwong typ 1 trong
nghién ctru kep glucose 36 gio
3-

o
|3

T
0 8 12 18

. GIR* (mg/kg*phnit)

Théi gian sau khi tiém dwéi da (gid)

Toujeo 0,4 don vilkg == == = Insulin glargine (100 don vi/ml) 0,4 don vilkg

Didu tri:

*GIR: Tc d truyén glucose: duwgc xac dinh la lwgng glucose da truyén dé duy tri néng dé glucose
h&ng dinh trong huyét twong (tri s6 trung binh hang gi®). Théi diém két thic giai doan quan sét 1a
36 gio.

Insulin glargine dwoc chuy&n hoa thanh 2 chét chuyén héa cé hoat tinh M1 va M2

Gén thu thé insulin: Céc nghién cteu in vitro cho thy 4i lwc cla insulin glargine va cac chét chuyén
héa M1 va M2 clia né ddi vé&i thu thé insulin ngudi twong tw nhw i lwe cta insulin nguoi.

G#n thy thé IGF-1: Ai lwc cda insulin glargine déi vai thy thé IGF-1 ngudi Ién hon khodng 5 d@én 8
I3n i lwc cla insulin ngwdi (nhing thap hon &i lyc cla IGH-1 khodng 70 dén 80 Ian), trong khi 6
M1 va M2 gén vao thu thé IGF-1 véi &i lwc hoi thip hon so véi insulin nguoi.

Téng ndng dé trj liéu cha insulin (insulin glargine va céc chét chuyén héa clia né) trén bénh nhan dai
thao dwdng typ 1 thAp hon rd rét so véi ndng dd can thiét d& chiém phan niva thy thé IGF-1 va qua
@6 hoat héa dwdng ting sinh mitogen do thy thé IGF-1 khéi xwéng. Néng dé sinh ly cGa IGF-1 ndi
sinh cé thé kich hoat dwéng ting sinh mitogen; tuy nhién, néng dé trj liéu trong liéu phap insulin,
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bao gdm lidu phap Toujeo, thAp hon dang ké so véi ndng dd dwoc Iy can thiét ¢é kich hoat dwong
IGF-1.
Trong mét nghién ctru dwoc ly lam sang, lnsulln glargine tiém tinh mach va insulin ngwdi cho thay

dd manh nhw nhau khi dwgc ding & cling mét lidu

Nhu tit ca cac msulm khac th&i gian tac dong cla insulin glargine co thé bj anh hu'o’ng b&i hoat
dong thé lwc va cac bién sb khac

CAC PAC TiNH DU'QC PONG HOC

Hép thu va phan bb
Trén ngwdi khée manh va benh nhan dai thao dwdng, sau khi tiém dwdi da Toujeo cho thay nong

d6 insulin trong huyet thanh hép thu cham hon va kéo dai hon, tao nén mét dwong cong nong dd
theo thoi gian phang hon, so véi insulin glargine 100 don v;lml

Déc tinh dwoe dong hoc phu hcp v@i hoat tinh dwoc lwe clia Toujeo.

Nong d6 dat dworc trang thai 6n dinh trong pham vi trj liéu sau 3-4 ngay st dung Tou1eo hang ngay
Sau khi tiém dwéi da, Toujeo cd ti 1& bién thién trong ca thé, dwoc dinh nghla Ia hé so bién thién cla
mtrc phoi nhi&m insulin trong 24 gi®, & mirc thap (17,4%) trong trang thai 6n dinh ndng do.

Bién ddi sinh hoc

Sau khi tiém dwdi da, insulin glarglne dwoc nhanh chéng chuyén hoa & dau tan carboxyl cla chubi
beta v&i sw hinh thanh hai chat chuyén héa cé hoat tinh M1 (21A—Gly-|nsulln) va M2 (21A-Gly-des-
3OB-Thr-|nsul|n) Trong huyét tong, hop chét chinh 1a chat chuyén héa M1. Sy phoi nhiém véi M1
ting theo liéu insulin glargine dwec dung. Cac két qua dugc dong hoc va dworc lwe hoc chi ra ring
tac dung cla insulin glargine tiém dwéi da chi yéu dua trén mirc > phoi nhiém v&i M1. Trén dai da sé
bénh nhan, khong phat hién dwoc insulin glargine va chét chuyén héa M2, va khi c6 thé phat hién
dwoc thi ndng @6 cla ching té ra khéng phu thudc lidu dung va céng thirc bao ché cla insulin

glargine.

Thai trir
Khi tiém tinh mach, th&i gian ban thai cla insulin glargine va insulin ngwéi twong tw nhau.

Thoi gian ban thai clta Tou1eo sau khi tiém dwéi da dwoc xac dinh béi tée d6 hap thu tlr mo dwéi
da. Thoi gian ban thai clia Toujeo sau tiém dwdi da 1a 18-19 giér va déc lap véi liéu dung.

QUY CACH BONG GOI: _
Hop 5 but tiém nap san, mdi but ¢ 1,5 ml twong dwong 450 don vj insulin.

PIEU KIEN BAO QUAN

Trwée khi ding lan dau

Bdo quan trong tt lanh (2°C - 8°C).

Khéng dwoc dé dong lanh hodc séat ngan déng lanh hodc vi nwdc da.

Gitr but tiém trong hop @& tranh anh sang.

Sau khi diing lan dau hodc mang theo dé dw phong

Khong dwoc bdo quan but tiém trong ta lanh Bt tiém c6 thé du’o’c bdo quan tdi da 4 tuan & nhiét

dd khéng qua 30°C, tranh strc néng truc tlep hodc anh sang truc tlep Hay bd bt tiém sau khoang
thoi g|an nai trén. Bung dé bat tlem trong 6 t6 vao nhirng ngay qua néng hodc qua lanh. Luén luén

day nap bat khi khéng st dung @& tranh anh sang.
Khéng dwoc tiéu hiy thuée qua hé théng nuo’c thai hodc chét thai sinh hoat. Hay hdi dwoc sy vé

cach tiéu hdy nhirng loai thubéc khéng con can dén. Nhirng bién phép nay sé gilp bdo vé méi
trwong.

HAN DUNG: 30 thang ké tir ngay san xuét.
TIEU CHUAN: Tiéu chuén co s&
- Tén, dia chi clia co’ s& san xuét thudc

Sanofi-Aventis Deutschland GmbH,
Industriepark Héchst, Briiningstra3e 50, D-65926 Frankfurt am Main, Birc
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TANG PUONG HUYET VA HA BUONG HUYET

Néu ban dang dung insulin, ban luén luén mang theo bén minh:
e  Duong (it nhat 20 gram).
o Thé thang tin d& cho nguwdi khac biét ban cé bénh dai thao dwong

Ting dwong huyét (ndng d6 dweng trong mau cao)

Néu dwong huyét qua cao (ting dwong huyét), cé thé ban khéng tiém du insulin.

Ly do xay ra ting dwong huyét

Vai vi du cu thé la:

Ban khong tiém hoac tiém khéng dd liéu insulin.

Insulin clia ban tré nén kém hiéu qua, vi du nhw do bao quén khéng dlng cach.

But tiém insulin cha ban khéng hoat ddng binh thudong.

Ban it tap thé duc hon thwdng 1é.

Ban dang bi stress nhu dau budn, phén khich.

Ban bj chén thwong, nhiém khudn, sét hodc phau thuét,

Ban d4 hodc dang diing mét sé loai thuéc khac (xem muc "Tuong tac, trrong ky cla thudc”).

Cac triéu chi¥ng canh bao ting dwéng huyét

Khat nwéc, di tiéu nhidu, mét, da khd, mét @6, chan an, ha huyét ap, tim dap nhanh, nwéc tiéu co
glucose va thé ceton. Pau da day, th& nhanh va sau, budn ngl hodc tham chi mat tri gidc la nhikng
d4u hiéu cua tinh trang nang (nhiém toan ceton) do thiéu insulin.

Can Iam gi khi ban bj ting dwong huyét?

e Hay do lwong dudng trong mau va ceton trong nwéc tiéu cang sém cang tot khi xay ra bat ky dau

hiéu nao naéi trén.
e Lién lac ngay v&i bac s§ néu ban bj tang dwdng huyét ning hodc nhiém toan ceton. Tinh trang nay
phai ludn ludn cin sy didu trj clia bac s¥, thwdng la trong bénh vién.

Ha dwng huyét (ndng d6 dwéng trong mau thip)
Néu ndng dd dwéng trong mau gidm qua nhiéu, ban cé thé bi mét tri giac. Ha dudng huyét nghiém
trong co thd gay con dau tim hozc tdn thwong ndo va co thé de doa tinh mang. Ban can biét cach
nhan biét cac dau hidu khi lwgng dwéng trong mau gidm thap dé co thé déi pho dung céch, dirng dé
nang hon.

Ly do xay ra ha dwong huyét:

Cac vi du gém coé:

e Ban tiém qua nhiéu insulin.

e Ban bé bira hodc dung blra mudn.

e An khéng du, hodc &n céc thlrc an chira it chét dwérng (carbohydrat) hon binh thwdng - dudng.

héa hoc khéng phai Ia carbohydrat.

Ban uéng rwou, nhat 1a khi an udng khéng day du.

Bi mét carbohydrat do 6i mra hodc tiéu chay.

Tap thé duc nhidu hon thwdng 1& hodc chuyén sang mét dang hoat déng thé Iwc khac.

Ban dang binh phuc sau mét chén thwong, phau thuét hodic mét stress khac.

Ban dang binh phuyc sau mét con bénh hoac con sbt.

Ban dang dung hodic vira ngwng diing mét sb thuéc khac (xem muc "Tuwong téc, twong ky cda

thubc"). ’ '

Ha dwéng huyét ciing cé nhiéu kha niéng xay ra néu:

e  Ban vira m&i bit du didu trj insulin hogic di sang dung mét ché pham insulin khac — néu xay ra
ha dwéng huyét thi nhidu kha néng xay ra vao budi sang.
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e Ndng dé dwéng huyét clia ban & mirc gan binh thwéng hodc khéng 6n dinh.

e Thay ddi viing da tiém insulin. Vi du tl viing duii chuyén sang viing canh tay.

e Cb bénh gan hodc bénh than nang, hodc mét sb bénh khac nhw nhuoc gidp.

Triéu chirng canh bao ha dwdng huyét

'Nhirng d4u hiéu dau tién thweng 12 triéu chieng toan than. Nhiing vi du vé triéu chirng cho biét duong

huyét dang giam qua nhidu hodic qua nhanh gom c6: va mé héi, da &m wét, lo sg, tim dap nhanh hoéc

khdng d&u, tang huyét &p va danh tréng ngwc. Nhitng du hiéu nay thudng xay ra trudc khi cé dau
hiéu ha dwong huyét & nio.

Nhitng d4u hiéu ha dwéng huyét & nao gdm cé: nhire dau, d6i con cao, budn nén, 6i mira, mét mai,

budn ngd, buet rit, réi loan gidc ngl, wa gay gd, kho tap trung, cham phan tng, trdm uét, lo mo, néi

khé (d8i khi mét tiéng ndi), réi loan thi gidc, run, yéu liét, cdm gidc cham chich & ban tay va tay, té ran
ho#ic cadm gidc kim cham quanh miéng, hoa mét, mét kiém ché, khéng thé tw chdm séc ban than, co
giat, mét tri giac.

Khi nao dAu hiéu ha dwéng huyét kém rd rang hon:

Nhing dAu hiéu canh bao diu tién clia ha dwéng huyét co thé thay déi, it rd rang hon hodc tham chi

khong cé néu ban:

e Languwoi cao tudi.

e Bjbénh dai thao dwong da lau.

e Co6 mét s bénh Iy than kinh do dai thdo dwong (goi la “bénh Iy than kinh thuc vat dai thdo

dwong”).

Gan day da bj ha dwdng huyét (vi du ngay hdm tredc).

Ha dwéng huyét dién ra cham chap,

Puong huyét clia ban Itc ndo ciing gan “binh thwéng” hodic dwoc cai thién dang ké.

Mé&i ddi tir insulin ddng vat sang dung insulin ngui, chang han nhuw Toujeo.

D3 hodc dang dung mét sé thube khac (xem muyc "twong tac, twong ky cda thuéce”).

Trong trudrng hop dé, ban c6 thé bj ha dwdng huyét nang (tham chi bj ngét) trwéc khi ¥ thive dwoc vén

d& dang xay ra. Hay hoc cach nhan biét nhitng triéu chirtng béo déng. Néu cén, viéc thwdng xuyén xét

nghiém dwdng huyét cé thé gitip nhan ra nhitng dot ha dwéng huyét nhe. Néu thdy khé nhan biét cac

dAu hiéu bao déng ctia minh, ban nén tranh nhieng tinh hudng (vi du I4i xe) ma ban cé thé gay nguy
hiém cho ban than hoic cho ngwdi khac vi ha dudng huyét.

Can phai lam gi khi ha dwong huyét?

1. Khéng dwoc tiém insulin. Dung ngay 10-20 g dwdng, vi du glucose, dwdng vién hodc nwéc ngot.
Khéng ubng hodc an thirc an chira dwdng héa hoc (nhw thire ubng danh cho nguwdi an kiéng).
Chung khéng gitp diéu trj ha dwéng huyét. - :

2. R&i an mét chat gi d6 (vi du banh mi) cé tac dung ting mlc dwéng huyét mét thei gian dai. Hay
hai bac s§ hodc y ta néu ban khong biét chac nén &n th( gi. V&i Toujeo, théi gian dé héi phuc ha
dwong huyét sé lau hon vi né 1a thude cé tac dung dai.

3. Néu lai xay ra ha duwdng huyét, phai dung lai 10-20 g dwdng.

4. Bé&o ngay cho bac sy biét néu ban khéng thé kiém soat dwoc tinh trang ha dwdng huyét hodc né
tai dién.

Ngwei khdc nén Iam gi khi ban bi ha dwéng huyét?

B&o cho ngudi nha, ban bé va Gdng nghiép gan glii biét @& tim sy gilp d& ngay cda y té néu ban

khong thé nubt hodc bt tinh (mét tri giac):

Ban cén duoc tiém glucose hodc glucagon (thudc 1am tang lwong dwdng trong mau). Nhirng mdi tiém

nay can dwoc thye hién ngay ca khi khéng biét chédc ban cé bj ha dwéng huyét hay khéng.

Nén xét nghiém dwong huyét ngay sau khi ding glucose dé kiém tra xem ban cé that sy bj ha dwong

huyét khéng.
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Toujeo 300 don vi/ml, dung djch tiém trong bom tiém nap san (SoloStar)
HUONG DAN SU’ DUNG

Toujeo SoloStar chira 300 don vi insulin glargine/ml trong bom tiém nap sén 1,5 ml dung hét thi
bo
- Khéng dwoe dung lai kim tiém. Néu khong, ban sé tiém khéng d liéu hodic qua liéu vi kim
bi nghén.
- Khéng dwoe diing bom tiém dé ldy insulin tir bit tiém. Néu khéng, ban sé tiém qua liéu
insulin. Thang do trén phan I&n bom tiém chi dung cho insulin khéng cbé déc.

Thong tin quan trong

¥ Khéng dung chung bt tiém — né chi danh riéng cho ban.

¥ Khéng dwegc dung but tiém khi né bj héng hodc khi ban khéng biét chic n6 cé hoat ddng binh
thwong hay khong.

¢ Ludn luén phai test an toan

¢ Ludn luén mang theo but ti&ém va kim tiém dy phong dé dung trong tredng hep bat tiém, kim tiém
bi mat hodc héng héc.

Hoc cach tiém

e Trwéc khi dung but tiém, hay héi bac s§, dwec s§ hodc y ta vé céch tiém.

o Nh& sw tro gitip néu ban gép khé khan khi diing bt tiém, vi du ban c6 van dé vé thj luc.

o Doc tat ca nhitng hwéng din nay trudc khi ding bat tiém. Néu khéng tuan tha tat cd nhirng
hwéng din nay, ban co thé tiém qua nhidu hodc qua it insulin.

Cén giup d&?

Néu c6 bat ky thdc méc nao vé blt tiém va bénh dai thao dwdng, hay héi bac s§, dwoc s§ hodc y t4,
ho#c goi cho sanofi-aventis theo sb dién thoai & mét trwdc to hwéng dan nay.

Vat dung cén thém:

e mdt kim maéi vé khudn (xem BUOC 2).
e vat chiva @ sdc nhon dé& dwng kim va but tiém.

Vj tri tiém

Cénhtay __-
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Céac bé phan cua buit tiém
Pit-ting Cimsb  Vach chilitu

V) &I I}
Vang chon liéu

‘T'én insulin

Ngiin chira thudc

l J){

T

1
Nip bat Niém cao su | Thang insulin

* Chi nhin thay pit-téng sau khi d4 tiém vai liéu.

Niit tiém

BUOC 1: Kiém tra bit tiém
¢ L&y bat tiém mdi ra khéi td lanh it nhat 1 gio trieée khi tiém. Tiém insulin lanh s& dau hon.

A Kiém tra tén va han ding trén nhan but.
e Phai bdo dam ding dung loai insulin. Didu nay d&c biét quan trong néu ban c6 nhing but tiém khac
nira.
e Khoéng dwgc dung bt tiém da qua han st dung.

C Kiém tra do trong cua insulin.
e Khong dung bat tiém néu insulin bj van duc, cé6 mau ho&c c6 nhirng hat lon con

BUOC 2: Gan kim méi

 Luén ludn phai dung mot kim mé&i vo khu&n cho méi I&n tiém. Didu nay gitp tranh kim bj nghén, nhiém ban

va nhiém khuan.
¢ Chi st dung kim tiém thich hop d& dung v&i Toujeo (vi du kim cia BD, Ypsomed,

Artsana hodc Owen Mumford).
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A Léy kim mé&i va béc niém bao vé.

Thao tac véi kim tiém

e Can than khi thao tac v6i kim tiém dé tranh bj kim cham va lay nhiém chéo.
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BUGC 3: Lam test an toan

¢ Luén luén lam test an toan treéc mdi lan tiem dé:
e b3o dam but tiém va kim hoat dong binh thwdng.
¢ bao dam lay dung liéu insulin.

A Chon 3 don vj bing cach vin véng chon lidu cho dén khi vach chi liéu ndm giiva s 2 va s6 4.

(’ 7 A TSN,
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B An hét chiéu sau nat tiém.
o Khi thay insulin trao ra & mi kim la but hoat dong binh thwong.

\

Néu khong théy insulin trao ra:
e Can I3p lai buéc nay, co thé dén 3 Ian, tridce khi thay insulin.
o Né&u khong thay insulin trao ra sau 1&n thi ba, c6 thé kim bi nghén. Néu vay:
- thay kim khac (xem BUOC 6 va BUGC 2),
- rdilam lai test an toan (BUOC 3).
Khéng diing bat tiém néu van khéng théy insulin trao ra & mi kim. Hay dung mét but tiém méi.
Khéng dwoc diing bom tiém dé lay insulin tie bat tiém.

8 Néu thiy bot khi
o CO6 thé thay bot khi trong insulin. Day la diéu binh thwéng, khéng co gi nguy hai.

BUOC 4: Chon liéu
¥ Khong dwoc chon liéu hodic &n nut tiém khi chuwa gén kim vi c6 thé lam héng bt tiém.

A Bao dam I3 da gén kim va civa 6 lidu chi ‘0.

W\

-
4
T~
Y
<3
\




B Vin vong chon lidqu cho dén khi vach chi liéu chi diing lidu ctia ban.
e Néu I& vdn qud, co6 thé van nguoc lai.
e Néu khéng c6 di sb don vj insulin trong but cho liéu can diing, vong cheon lidu sé& dirng lai & sb don vi
con lai trong bdit.
o Néu khéng thé chon dti liéu, hdy tach thanh 2 [&n tiém hodc diing mét but tiém mai.

Cach doc cira sb chi lidu

S6 chdn ndm ngay vach chi lidu:

chon 30 don vi

S6 18 dwoc chi bing mot vach ndm gitra hai s chén:

chon 29 don vi

@ S6 don vj insulin trong but
o But tiém chtva tdng cong 450 don vj insulin. Ban c6 thé chon lidu tir 1 dén 80 don vj theo tirng néc 1
don vi. Méi bt tiém chcra nhiéu hon mét liéu.
e Ban c6 thé& phdng chirng con lai bao nhiéu don vj insulin bng cach nhin vj tri cia pit-téng trén thang
insulin.

BUG'C 5: Tiém lidu da chon
¥ Néu thy kho &n nut tiém, dirng rang stec vi c6 thé 1am géy but. Xem cach xi ly & muc B auoi aay.

A Chon vij tri tiéem nhw trén hinh

B Chich kim vao da nhw bac sy, dwgc sy hodc y ta da chi cho ban.
. Birng cham vao nat tiém.
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C Dit ngdn cai Ién nat tiém, rdi 4n thang géc hét chiéu sau cia nit va gii lai.
o Khéng &n mot bén, ngdn cai cia ban c6 thé can tré chuyén dong xoay clia vong chon liéu.

D GiiP niit tiém va khi thiy "0" trong cira s6 chon liéu thi dém cham dé
o Diéu nay giap cho tron liéu thubc duoc tiém hét.

TUQ CUC TKUO\JG
P, TRUONG PHONG
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E Sau khi gii¥ niit va @&m cham dén 5, nha niit tiém. Sau d6 rit kim khoi da.

B Néu théy kho 4n nit:
e Thay kim (xem BUOC 6 va BUOC 2) rdi lam test an toan (xem BUOC 3).

o Néu van thay khé 4n nit, hay ding mét bat tiém méi.
e Khéng dwoc dung bom tiém &é lay insulin tr but tiém.

BUOC 6: Thao kim va hiy kim
¢ Cén than khi thao tac v&i kim tiém dé tranh bj kim cham va lay nhiém chéo.

X Khéng dwoc dung nap kim trong dé day lai.

A Duing nap kim ngoai day Ién kim, va diing né dé viin thao kim ra khéi bat tiém.
e Pé gidm nguy co vé tinh bj thwong do kim cham, dirng bao gi& dung nip kim trong dé day kim.
e Néu ban nh&» mét ngwoi khac tiém gidp, hodic néu ban tiém cho mét ngudi khac, thi ngudi thao ta
phéi déc biét than trong khi thao va hay kim.

B. Hay b kim moét cach an toan theo chi dan clia bac s§, dugc sy hoc y ta.

C. Lubdn ludn day nap but tiém rdi cat bat cho dén Ian tiém ké tiép.

Hwéng dén bao quéan
Néu SoloStar dwgc bao quan lanh, cn Iy ra khdi tl lanh 1-2 gi& trwdc khi tiém vi tiém insulin lanh rat dau.

But tiém SoloStar d& qua st dung phai dwoc tiéu hiy theo dang qui dinh clia dja phwong.

Bao tri
Pirng dé but tiém SoloStar bj ban va 1am buyi.
C6 thé lau bén ngoai but tiém SoloStar béng vai tham wot.

Khéng dwoc nhing nwéce, riva hodc boi tron but tiém vl sé lam hdng but.
Can nhe tay khi thao tac. Tranh nhitng tinh huéng c6 thé 1am hdng bt tiém SoloStar. Néu e ngai but tiém

SoloStar bj hdng, hay st dung mét but tiém méi.




Thay d&i dia chi giao dich ctia Céng Ty
Change the trading address of the Company

Kinh gtri: Quy Khach Hang cting Quy Déi Tac
Attention: Valued Customers and Partners

CONG TY TNHH SANOFI-AVENTIS VIET NAM trén trong thong bdo dén Quy Khach Hang cung
Quy DGi Tac vé viéc thay déi dia chi giao dich ké tir ngay 03 thang 6 ndm 2024 nhu sau:

SANOFI-AVENTIS VIETNAM COMPANY LIMITED would like to officially inform you of the
change of our trading address, which will take effect from 03 June 2024, as follows:

Dia chi giao dich: Phong 14.01 - Tang 14 va Tang 15, Thap 2, Téa nha The Nexus,
3A -3B Tén Pirc Thing, Phudng B&n Nghé, Quan 1, Thanh phd H8 Chi Minh, Viét Nam
Trading address: Unit 14.01 - Level 14 and Level 15, Tower 2, The Nexus Building,
3A-3B Ton Duc Thang, Ben Nghe Ward, District 1, Ho Chi Minh City, Vietnam

Moi hoat dong khac ctia chiing t6i khdng cé su thay déi. Chung tdi hy vong tiép tuc nhan dugc
su hd trd va hgp tac tét véi Quy Khach Hang va Quy D§i Tac trong thdi gian tiép theo.

All our other business activities remain unchanged. We hope to continue receiving your
support and cooperation in the future.

Xin tran trong cam on.
Yours sincerely.

Emin Turan
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POWERA ] Y
&S N
I, Burak Pekmgzgr/ i Cthiés ca‘ﬁ\ouy \\gf the legal
representative (“J.',g:g 1 Representatlvq’i)\)f SANOFI-
AVENTIS VIEII‘NAM COMPANLY IMITED, a
company mcorp&rat d under the 1aWS '6f Vietnam,
having enterpnse 60 e 03007827}4 C"Company”),

L)

hereby grant a pé \cr of —attormey” (“Power of
Attorney”) to: S O._H)/?/

Mr. Tran Phuoc An,
Citizen ID No. 089087000260, issued on 23
February 2022 by the Police Department for
Administrative Management of Social Order
(hereunder referred to as the “Attorney”),

to be true and lawful attorney of the Company and the
Legal Representative of the Company, with full power
and authority to represent the Company and the Legal
Representative of the Company to sign off:

(i) sponsorship  agreements, agreements of
contribution to the third party event, other
agreements  (including its amendments,
supplements, termination agreement) with
speaker/chairman/ member of  advisory
board/heath care organization with value up to
VND 275,000,000 (two hundred seventy five
million Vietnam Dong) and invitation letters,
suggestion letter, and other necessary documents
in connection with the agreements mentioned
above or activities associated with symposia,
product presentations, drug information activities,
scientific conference held in Vietnam or overseas
to the extent permitted by applicable laws;

(ii) dossier,. official letters, authorization letter,
explanation letter of relating to the organization
and/or registration of scientific events, symposia
as product introduction and/or drug information,
trade promotion activities for products (including
but not limited to advertising, marketing, sale
promotions, display, exhibition to the extent
permitted by laws) and its
amendment/supplement/explanation (if any) to be
submitted to the competent authorities in
accordance with the applicable laws;

(iii) other documents in connection with organization,
sponsorship to the scientific meeting organized by
the competent healthcare organizations and/or by
the Company if permitted by the applicable laws;
and

GIAY UY QUYEN

T6i, Burak Pekmezci, véi tu cich 13 ngudi dai dién
theo phép luat (“Ngudi Pai Dién Theo Phip Luit”)
cia CONG TY TNHH SANOFI-AVENTIS VIET
NAM, mot céng ty dugc thanh 14p theo phép luit Viét
Nam, c6 m8 sd doanh ngh1ep 0300782774 (“Cong
Ty™), bing vin ban nay (“Gidy Uy Quyén”) uy quyén
cho:

()ng Trén Phuéc An,

CCCD s6 089087000260, cip ngay 23 théang 02
ndm 2022 bdi Cyc canh sat quan Iy hanh chinh v&
trat tu xa hoi

(sau day dugc goi 12 “Ngui Puge Uy Quyén™),

12 ngudi duge uy quyén dich thuc va hop phép cia
Cong Ty va Nguoi Dai D1en Theo Phap Luét cia
Cong Ty, c6 diy da thim quyén va quyén han dai dié
cho Céng Ty va Ngudi Dai Dién Theo Phap Lujt cia
Cong Ty dé ky:

(i) céac hop df)ng tai trg, thoa thun déng gép vao
su kign cua bén thit ba, céc hop dong khac (bao
gom cac ban stra 601 bd sung, thoa thuin chim
dut) ky v6i cée béo cdo vién/chi toa/thinh vién
ctia ban ¢b vAn/td chirc y khoa c6 gid tri ti da
dén 275.000.000 VND (hai trim bay muoi lam
tri¢u dong) va c4c thu moi, thu ngod, va vin ban
cin thiét khac lién quan den cac hop ddng néu
trén hoc c4c hoat dong gén v6i hoi nghi chuyén
dé, cac budi g101 thiéu san phim, hoat dong
thong tin thuc, c4c hoi nghi khoa hoc duge td
chirc tai Viét Nam ho#c nude ngoai trong khudn
khé cho phép béi phép luat hién hanh;

(ii) céc hd so, cong van, gxay ay quyen, thu giai
trinh thuc hién, gidy ty lién quan dén viéc td
chirc va/hodc dang kytb chirc hi nghi khoa hoc,
hdi thao giéi thiéu thudc va/hoge thong tin
thubc, cac hoat dong xic tién thwong mai cho
san phim (bao gom nhung khéng g10'1 han hoat
ddng quang céo, tiép thi, khuyen mai, trung bay,
trién 13m trong khudn khd phap ludt cho phép)
va cac van ban stra d6i/bd sung/giai trinh (néu
c0) de ndp cho cic co'quan nha nudc c6 thdm
quyén theo quy dinh ctia phép ludt lién quan;

(iii) céc van ban Khdc lién quan dén vigc t6 chirc, tai
trg cho céc héi thao khoa hoc t6 chirc bdi cic td
chirc y khoa c6 chirc néing va/hogc bdi Cong ty,
néu dugc phép lut hién hanh cho phép; va
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(iv) introduction letter for employees and/or personnel
of service providers of the Company to work with
relevant competent authorities in relation to the
matters authorized under this Power of Attorney.

The Attorney shall comply with all applicable laws
and regulations and the Company’s policies and
processes when executing the above scope of the
Power of Attorney.

This Power of Attorney shall come into effect from 17
April 2025 (“Effective Date”) and shall remain valid
until 31 December 2025 or until this Power of
Attorney is revoked by the Legal Representative of the
Company. As of the Effective Date, all of the previous
powers of attorney having the same scope of
authorization which are still effective after the
Effective Date shall be cancelled and superseded by
this Power of Attorney.

This Power of Attorney is made in two (02) bilingual
originals in both Vietnamese and English.

IN WITNESS WHEREOF, this Power of Attorney is
signed below on behalf of and under the seal of the
Company by the Legal Representative.

For and on behalf of / Thay mét va dai di¢n

@iv) glay gi6i thiéu nhén vién v/hodc ngudi cia don
vi cung cfp dich vu ctia Cong Ty lam vige voi
c4c co quan c6 thim quyen lién quan de thuc
hién céc cong viéc duge By quyén tai Gxay Uy

Quyén nay.

Ngudi Puge Uy Quyén s& phai tuan thi tét ca céc quy
dinh va phap luit ap dung va céc chinh sach va quy
trinh cua Cong Ty khi thyc hién céng viéc dugce uy
quyén theo Gidy Uy Quyén nay.

Giéy Uy Quyén nay s& c6 hiéu luc k& tir ngay 17 thing
4 nam 2025 (“Ngay Hiéu Lyc”) va s& duy tri hi¢u luc
cho den ngay 31 théng 12 naim 2025 hoc cho dén khi
Thu Uy Quyen ndy bi hiry bdi Ngudi Dai Dién Theo
Phap Luat cua Cong Ty. K& tir Ngay Hiéu Luc, tht ca
céc glay uy quyen trudec ddy cé cung ndi dung uy
quyen ma van con hiéu lyc sau Ngay Hi¢u Lyc s& bi
hity b6 va thay thé béi Gidy Uy Quyén nay.

Gidy Uy Quyen nay dugc 1ép thanh hai (02) ban gbec
song ngit bang tleng Viét va tiéng Anh.

NHAM XAC NHAN NQI DUNG TREN DAY, Gidy
Uy Quyén nay du'gc' ky bdi Ngudi Pai Dién Theo
Phéap Lujt va déng dau ciia Cong Ty.

SANOFI-AVENTIS VIETNAM COMPANY LIMITED/

TNHH SANOFI-AVENTIS VIET NAM

7 /‘ZI/Z’LS

}' / Ong Burak Pekmezci
General Director/ Téng Giim Déc

OWLEDGMENT OF ACCEPTANCE/ XAC NHAN CHAP THUAN

L, the below undersigned Attorney, hereby accept this Power of Attorney/ T6i, Ngudi Puge Uy Quyén ky tén
dudi day, tai ddy hoan toan chip nhén Gidy Uy Quyén nay.

By/ Ky bai:

Name/ Tén: Mr./ Ong Trin Phuéc An

Title/ Chirc viu: Regional Sales Manager/ Quén Ly Ban Hang Khu Vyc

-2/2-



SO TAI CHINH CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO H 10 CHEMR Djc lap - Ty do - Hanh Phiic
PHONG DANG KX K

Y 3 NHAN DANG KY DOANH NGHIEP
CONG:fY TRACH NH;EM HU'U HAN MOT THANH VIEN

M jo doanh nghiép: 0300782774
Diing ky lan dau: ngdy 19 thang 12 ndm 2008
Bing ky thay doi lan thir: 10, ngay 17 théng 04 nim 2025

1. Tén cong ty

Tén cong ty viét ba?mg tiéng Viét: CONG TY TNHH SANOFI-AVENTIS VIET NAM
Tén cong ty viét bang tiéng nuoc ngoai: SANOFI-AVENTIS VIETNAM COMPANY
LIMITED

Tén cong ty viét tit: SANOFI-AVENTIS VIETNAM

2. Dia chi tru sé chinh ;
Phong 14.01 - Tang 14-va Tang 15, Thap 2, Toa nha The Nexus, 34-3B Tén Dirc
Thing, Phuong Bén Nghé, Qudn 1, Thanh phd Ho Chi Minh, Viét Nam

Dién thoai: (+84.28) 3829 8526 : Fax: (+84.28) 3914 4801
Email: communication.vn@sanoﬁ.com Website:
3. Von diéu I¢ : 49.756.688.000 dong.

Bing chi: Bon mueoi chin tp bay tram nam mwoi sdu triéu sau tram tam muoi tdm
nghin dong

twong dwong 4.541.256 (Bon triéu nim trim bén muoi mét nghin hai tram nam
mueoi sau) do la My

4. Thong tin vé chi sé hiru

Tén t6 chirc: SANOFI-AVENTIS PARTICIPATIONS

M s6 doanh nghiép/Quyét dinh thanh 1ap s6: 440646982

Ngay cap: 25/02/2002  Noi cép: Phdp

Dia chi tru s& chinh: 82 Avenue Raspail, 94250 Gentilly, Phdp

5. Ngwoi dai dién theo phap luit cia cong ty

L D



* Ho va tén: BURAK PEKMEZCI Gidi tinh: Nam
Chirc danh: Téng gidm ddc

Sinh ngay: 30/10/1982  Dan toc: Qudc tich: Thé Nhi Ky

Loai gidy to phap 1y clia cA nhin: H§ chiéu meée ngodi

Sé gidy to phép 1y ciia cd nhan: U31814532

Ngay cap: 26/02/2025 Noi cip: Pai str qudn Thé Nhi Ky tai Ha Noi
Dia chi thudng tra: Tang 12, To oa nha The Estella, 88 Song Hanh, Phuong An Phu,
Thanh phé Thii Piec, Thanh phé Ho Chi Minh, Viét Nam

Dia chi lién lac: Phong 14.01 - Téng 14 va Tang 15, Thap 2, Toa nha The Nexus, 34-
3B Tén Pirc Thing, Phuong Bén Nghé, Quén 1, Thanh pho H6 Chi Minh, Viét Nam

@GNG PHONG
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H@au ma rong, dp 3, xd Long Hiu, huyén Cin Giudc, tinh Long An, Viét Nam.

' CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap — Ty do — Hanh phuc

GIAY CHUNG NHAN
pU PIEU KIEN KINH DOANH DUQC
Sé higu: 4¢3 /PKKDD- BYT
Ciép diéu chinh lin 2
Pidu chinh 14n 1: S6 785/PKKDD —BYT ngay 05/12/2022
Chp 14n 1: S5 692/DKKDD - BYT ngay 30/5/2022

B§ Y té chirng nhén:
1. Tén cong ty: Cong ty TNHH Sanofi - Aventis Viét Nam.
2. Pia chi try s& chinh: Phong 14.01 - Téng 14 va Tang 15, Thdp 2, Toa nha The
Nexus, 34-3B Tén Pirc Thing, Phwong Bén Nghé, Quin 1, Tl hanh pho Ho Chi Minh,
Viét Nam.

3. Dia diém kinh doanh: Kho sé 6, Lo N-1C, duong s6 04, khu cong nghiép Long

4. Nguoi chiu trach nhiém chuyén mon vé duoc:
+ Ho vatén: Ha Thu Hop
+ Trinh d6 chuyén mon: Dwoc si dai hoc
+ Chiing chi hanh nghé dugc sb: 3284/CCHN-D-SYT-HCM do Sé Y té TP. Hb
Chi Minh cap ngay 21 thdang 7 nim 2018.
Pu didu kién kinh doanh dbi véi hoat d@ong kinh doanh duge:
Xuét khiu, nhip khéu thuéc
Pham vi kinh doanh: Theo Phu luc dinh kém.

Céng ty thwe hién cdc hoat dpng xuéit khiu, nhap khéu thubc theo dung pham vi

kinh doanh quy dinh tai Phu luc dinh kém.

Céng ty khong duoc thuc hién hoat dopng phin phifi thuoc va cdc hogt dong lién
quan dén phéin phoi thubc tai Viét Nam theo quy dinh tgi Khodn 10 Piéu 91 Nghi dinh |

s6 54/2017/ND-CP va phii tuin thii ding cdc quy dinh ciia phdp Iudt hién hanh.

,Giéy chimg nhén c6 hiéu luc tir ngay A§ thang 3 nam 2024  dugc cp theo
Quyét dinh s6: 655 /QD-BYT ngay A§ thang 2 nim 2024 cua B truéng Bo Y te |
thay thé Gidy chimg nhén du di€u kién kinh doanh duoc sb 785/PKKDD-BYT ngay "

05/12/2022.
Ha Néi, ngay A8 thang 3 nam 2024
L BO TRUONG
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B Y- -1nu0c sinh hoc

Phu lue
PHAM VI KINH DOANH
(Pinh kéem Gidy chiing nhdn di diéu kién kinh doanh dwoc
cdp cho Céng ty TNHH Sanofi - Aventis Viét Nam
S6 hi¢u: 983 /DKKDD-BYT ngay A thing % ndm 2024)

1. HOAT PONG XUAT KHAU, NHAP KHAU THUOC

1.1  [Thudc héa dwge chira khang sinh nhém B-Lactam

1.1.1 Thudc bao quén & diéu kién thudng
1.1.2 Thudc bao quan & diéu kién lanh: 2°C — 8°C
1.2  [Thudc héa dige khong chira khang sinh nhém B-Lactam

1.2.1 Thudc bao quéan & didu kién thudng
1.2.2 Thudc bao quan & didu kién lanh: 2°C — 8°C

1.3  [Thudc duoc lidu

1.3.1 Thudc bao quan & didu kién thuong
1.3.2 Thubc bao quén & diéu kién lanh: 2°C — 8°C

1.4.1 Thubc bao quéan & dil‘éu kién thuong

1.4.2 Thubc bao quan & diéu kién lanh: 2°C — 8°C
1.5 [Thuéc phai kiém soat dic biét

1.5.1 Thubc bao quan & diéu kién thudng

1.5.2 Thubc bao quéan & didu kién lanh: 2°C — 8°C LIS

N6i dung han ché hoic lam ré lién quan den pham vi chimg nhén: w
Muc 1.4: Bao gdm sinh phim, vic xin.
Muc 1.5: Chi Bao gom Thubc doc; Thuoc trong Danh muc thubc, dugc chit thuoc &y

/\//

Danh muc chét cim st dung trong mét sb nganh, linh vyc.
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