CONG TY CO PHAN GONSA

S6: 335/2024/CV-GSD-PT

“V/v: Xin thay doi théng tin thudc
triing thau GLARITUS”

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lip — Tw do — Hanh phiic

TP. H6 Chi Minh, ngay 10 thang 05 ndm 2024

Kinh giri: SO'Y TE TINH BINH PHUOC

(Sau déy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thau”) c6 tham du va trang thiu san
phim: GLARITUS theo Quyét dinh triing thiu s6: 46/QD-SYT, ngay 23/01/2024 ciia Gidm déc
S Y té tinh Binh Phwée.

Nay, Nha thau 1am céng vin nay xin thay ddi théng tin sé dang ky, quy cach dong goi cua
san phdm GLARITUS cu thé nhu sau:

Thong tin tring thiu

Théng tin xin thay dbi

Nha san
. ol | D0 [ g . :
Stt Tén thuoce Nué o vi So dang Quy cach Sé dflllg k)" xin Qlly cach
UGE Sam | o ky tring | déng goi . déng géi
at ik 3 A thay doi
xud thau tring thiau xin thay dbi
GLARITUS % £ o
: . Hdép 01 but Hop 1 bat tiém
| g“s“l“;ﬂa“af?’ tda\c. WLi"r;ﬁzr‘_“ Bit | QLSP- | tiémdéng | 890410091623 | (DispoPen-2)
é‘;g ye "?‘mb cocal | HMES | tiem | 1069-17 | sinéngtiém | (QLSP-1069-17) | d6ng sin bng
(Glargue, Dieteniy, o x 3ml tiém x 3ml

Degludec) 100IU/ml)

Ngoai ndi dung trén, cic thong tin khac ciia san phim duge giir nguyén khong thay déi.

Ngay ap dung: 10/05/2024

Nha thdu xin dinh kem cdc tai liéu sau:

1. Gidy phép luu hanh san phéam.
2. Quyét dinh 343/QD-QLD, ngay 19/05/2023 vé v1ec gia han glay dang Ky luu hanh.

3. Cong vin 6452e/QLD-DK, ngay 18/03/2024 vé viéc thay ddi, bd sup

duoc cap GPKLH.

g dbi voi thube da

Kinh mong Bén moi thau xem xét va chap thuan cho Nha thau dugf tiép tuc cung cap san
pham theo théng tin thay doi trén.
Trdn trong cam on!
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- Ha Néj, ngéy 24 théng 10 ndm 2017 44 i
© KT, CUG TRUONG CUC QUAN LY DUQC 55
FOR GENERAL DIRECTOR 0F THE DRUG ADMINISTRATION OF VIETNAM A

#EPHO.CUC TRUONG ;ﬁ

DEPUTY GE! Eh&L*D!LEGTQR’pf; HE DRUG ADMINISTRATION OF VIETN

Ghi ghu: ot :
- Gléy phép lirw hanh sén phéin ndy dugc cip theo dling hd sl &
dang ky thubc ds dugc BS Y 18 phé duyét. : {; o B o3 ‘
This marketing authorzration has been issusd v accardance with the dussier ‘l. {

approvad by !?:o Vietnam qush} of Health, f 4 ,hi?,.u“ N TAT BAT
2- BAL i sy thay dbi ndo vé ndi dung cla gidy phép phai duge

Cyc Quan ly durge - BA Y t& xac nhan.
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i owom  BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

)y zrzm.?ﬁuc QUAN LY DUGC Dic 1gp - Ty do - Hanh phiic
S6: 343 /QD-QLD Ha N¢gi, ngay 19 thdng 05 nam 2023
QUYET PINH

Ve viéc ban hanh Danh muyc 28 vic xin, sinh phim
duge cap, gia han glay dang ky luvu hanh tai Viét Nam - Dot 47

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duge s6 105/2016/QH13 ngay 06/4/2016;
Can cur Nghj dinh 5‘0 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy dinh
chite nang, nhiém vu, quyen han va co cdu t6 chire ciia B Y 1é;

Cdn ctr Thong tw 50 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trieong Bo Y té

quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B truong Bo Y té quy
dinh chiecc nang, nhiém vy, quyen han va co cau 16 chire ciia Cuc Quan ly Duoc thuoc
BG Y 1é;

Can cir két ludn cria Hpi dong e vin cdp gi(fy ding ky hru hanh thudc, nguyén
liéu lam thuéc - B6 Y té:

Theo dé nghi ciia Truong phong Déing ky thude, Cuc Quan Iy Duoc.

QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 28 vic xin, sinh pham
duogce cép, gia han giéy dang ky huu hanh tai Viét Nam - Dot 47, bao gém:

1. Danh muc 01 sinh phém duoe cap gidy dang ky luu hanh hiéu lyc 05 nam -
Pot 47 (Phy luc 1 kém theo Quyét dinh nay).

2. Danh muc 06 véc xin, sinh pham dirge cap gidy dang ky luru hanh hiéu ye 03
nam - Dot 47 (Phy luc 2 kém theo Quyét dinh nay).

3. Danh muc 14 sinh pham dugc gia han gidy dang ky lvu hanh hiéu Iy 05 nam
- Dot 47 (Phu luc 3 kem theo Quyet dinh nay).

4. Danh muc 07 sinh pham duoc gia han giay dang ky liru hanh hiéu Tue 03 nam
- bot 47 (Ph‘l_i Iuc 4 kém theo Quyét dinh nay).

Piéu 2. Co 80 sdn xuél va co so ding ky thude 6 trach nhiém:

1. Sén xuat cung C'ip thudc vao Viét Nam theo diing cac hé so, tai liéu da dang
ky v6i Bd Y té va phai in s6 dang ky duge B Y té Viét Nam cap 1én nhin thude.

2. Chap hanh day du phép ludt coa Viét Nam va céc quy dinh cua Bo Y té vé
san xuét, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bét cir thay doi gi
trong qua trinh luu hanh thuoc O nudc so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quén 1y Duoc - B Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuén chét lwong cia thude theo quy dinh tai
Théng tw sd 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat lwong thube, nguyén liéu lam thudc, Thong tu so 03/2020/TT-BYT ngay
22/01/2020 cta Bo trudng B Y té sta ddi, bd sung mot sé diéu cua Théong tu
11/2018/TT-BYT quy dinh vé chat lwgng thude, nguyén ligu lam thudc.

4. Cap nhat nhan thude, to huéng dan sir dung thube theo quy dinh tai Thong tw
s0 01/2018/TT-BYT ngay 18/01/2018 cta B6 trudng BS Y té quy dinh ghi nhin thude,
nguyén liéu [am thudc va t& huéng dan siv dung thube trong thoi han 06 thang ké tr
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay dbi, bd sung gidy ding ky luu
hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han






glay dang ky luu hanh tai Phuy lyc 3, 4 c6 thay dm vé noi dung hanh chinh (bao gom ca
mdu nhin, 16 huéng dan sie dung) phai san Xudt (dm vé6i vac xin, sinh pham san xuat
trong nudc), nhap khau (d6i vai vac xin, sinh pham nhap khau), luu hanh véi céc noi
dung da dugc phé duyét thay doi trong hé so dang ky gia han.

6. Phéi hop voi cac co SOy té du phong, co s& diéu tri dé thuc hién theo ding
cac quy dinh hign hanh vé thube ké don, theo doi an toan, hi¢u qua, tac dung khéng
mong mudn cla l,huoc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diédu § Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo trudng B Y (€ quy dinh
viéc ding ky luu hanh thude, nguyén ligu lam thube ddi vai cac thude thudée Danh myc
ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thube phai bao dam duy tri didu kién hoat dong trong thii han
hiéu luc cia gidy dang k)’f lru hanh thubc, nguyén liéu lam thude. Trong truomg hop
khéng con dap img du diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thyc
hién thay déi co s ding ky theo quy dinh tai Thong tw s6 08/2022/TT-BYT ngay
05/9/2022 cna Bo tredng Bo Y té quy dinh viéc dang ky hru hanh thudc, nguyén ligu
lam thude trong thai han 30 ngay ké tir ngay co s& dang ky khong con di diéu kién
hoat dong.

8. Co s dang ky thude phai bao cao Bo Y 1é vé cép nhat tinh trang dap g
Thuc hanh tot san xuAt ciia co SO san Xuat lhuoc nguyén liéu lam thudc. Truong hop
co s& san xuét bj thu hdi gidy phép san xuét hodc khéng dap tmg Thue hanh ot san
xuat thube, nguyén liéu lam thube & nudc s tai, co so phai thure hién viée béao cao
trong thai han 15 ngay ké tir ngay c6 théng bao cua co quan quan ly co tham quyén
nwde sé tai theo quy dinh tai diém d khoan 1 Dieu 100 Nghi dinh s6 54/2017/NDP-CP
ngdy 08/5/2017 ciia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh
Luft Duoc.

9. Céc 1huoc duoe gia han gidy dang ky lvu hanh tai Phu lye 4 Quyet dinh nay
(trir thude c6 sb thir tw 02/Phy luc 4), co s¢ dang ky phai nGp bd sung hd so lam sang
dé xem xét theo quy dinh tai Thong tw s6 08/2022/TT-BYT khi gia han glay dang ky
luu hanh.

Diéu 3. Cac thude duge gia han glay dang ky luu hanh tai Phy lyc 3 va Phu luc
4 Quyet dinh nay duee tiép tuc sir dung sb dang ky da cap trude khi gia han trong thoi
han t6i da 12 thang ké tir ngay duoe cap so dang ky gia han theo quy dinh tai Phu luc
VI ban hanh kém theo Thong tuw s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té cac tinh, thanh phé trire thude Trung wong va Giam
dbc co so san xult va co s& dang ky c6 thude tai Didu 1 chiu trich nhiém thi hanh
Quyét dinh nay./. X
Noi nhin: __ CUC TRUONG
- Nhur D?éu 5 f«;"/:r ?%U

- B6 trudmg BY T (dé ble);

- Thir truéng DS Xuén Tuyén (dé bley, ) /=
- Cyc Quén y - B4 Quoc phong, Cuc Y té - Bo Cong &
Cuc Y t& GTVT - B6 Giao théng van tii; Tong Cuc
quan - Bd Tai chinh;

- Bdo hiém xa hoi Viét Nam;

_ B3 Y & Vy PC, Cyc YTDP, Cyc KHCN&DT; Cuc Vll Tuin Cuing
QLKCB, Thanh tra Bd, Van phrf)ng NRA, Van phong

HDTV cap GDKLH thuée, NLLT; Trung tdm mua sam QG;

- Vién KBQG VX&SPYT, Vién VSDTTW,

- Téng Céng ty Duge VN — CTCP, Céac Céng ty XNK duge

pham (xem Website Cuc QLD);

- Cic Bénh vién & Vign cd giudng bénh truc thuée BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).
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Phu lue 3

DANH MUC 14 SINH PHAM PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - BQT 47

STT | Tén thude Hoat chat Dang Quy ciach déng | Tiéu Tubi S6 dang ky S6
chinh — Ham bao ché goi chuén tho ia han lin
lwgng (thdng) (So dang ky gia
da cfip) han
(1) @) (3) (4) 5) ® | (O (8) ©)
1. Co s& dang ky: Bayer (South East Asia) Pte., Ltd. (Pja chi: 2, Tanjong Katong Road, #07-01,
PLO3, Singapore (437161) Singapore) _
1.1. Co sé sdn xuit: Co sé san xuit dang bao ché: Regeneron Pharmaceuticals Inc. (Dja chi: 81
Columbia Turnpike Rensselaer, New York 12144, Hoa Ky); Co siv déng géi so cAp: Vetter Pharma-
Fertigung GmbH & Co.KG (Pia chi: Eisenbahnstrafle 2-4, 88085 Langenargen, Dirc); Co s& déng thiy
cép va xuat xwimg: Bayer AG (Pja chi: Miillerstrafie 178, 13353 Berlin, Pirc)
1 Eylea Aflibercept Dung Hép gom 1 1o NSX 24 001410090323 1
40mg/ml twong | dich tiém | chira 278pl dung {QLSP-HO2-
duong véi mdi | ndinhan | dich tiém co thé 1071-17)
lp chira lay ra duoc
Aflibercept 100 ul va 1 kim
11,120mg/0,278 tiém
ml
2. Co sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Dja chi: 86 23 Pai Lo Doe Lip, Khu
cong nghiép Vigt nam- Singapore, Phuong Binh Hoa, Thanh pho Thudn An, Tinh Binh Dwong, Viét Nam)
2.1. Co siv sdn xuat: Eli Lilly Italia S.p.A. (Pia chi: Via Gramsci, 731-733, Sesto Fiorentino, 50019
Florence, Y)
2 Humalog Insulin lispro Dung Hop 5 bt tiém NSX 36 800410090423 1
Kwikpen 300U/3ml dich tiém | bom sin thude x (QLSP-1082-
(twong duong 3ml 18)
10,5mg)
3. Co sé ding ky: Cong ty TNHI Durge phdm Téan Thinh (Pja chi: $6 9, ngé 63, dwong Vii Trong
Phung, phirong Thanh Xudn Trung, Qudn Thanh Xudn, Ha Ngi, Viét Nam)
3.1. Co sé san xuat: Cong ty C6 phin Duge phim CPC1 Ha N@i (Dja chi: Cum cong nghiép Ha Binh
Phuomg, xa Van Binh, huyén Thuong Tin, thanh ph5 Ha Noi, Viet Nam)
3 Domuvar Bao tir Bacillus | Handich | Hop 2 vix 5ong | NSX 36 893400090523 1
subtilis 2 x 1079 uéng x Sml; Hop 4 vix (QLSP-902-15)
CFU/5ml 5 6ng x Sml; Hop
6 vix 5 dng x
Smil; Hop 8 vix 5
ong x Sml
4 Progermila | Bao i Bacillus | Hondich | Hop2vix 5 ong | NSX 36 893400090623 1
clausit 2 x 1076 udng x S5ml; Hép 4 vix (QLSP-903-15)

CFU/5ml

5 éng x Sml;
Hop 6 vix 5 ong
x 5 ml; Hop 8 vi

x 5 bng x 5ml
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STT | Tén thudc Hoat chat Dang Quy cich déng Tiéu Tudi S0 ding ky S6
chinh - Ham bao ché gbi chuan tho ia han lin
lwgng (thing) (So ding ky gia
da cap) han
(1 (2) 3) “) (3) (6) (7) (8) )
10 Advate Octocog alfa Bot dong Hop 1 lo bot NSX 24 760410091223 1
(recombinant khé va dong khd, 1 1o (QLSP-HO3-
human dung mdi | nudc cat pha tiém 1168-19)
coagulation pha dung x2mlva 1 bd
factor VI1I dich tiém dung cy hoan
(rFVIH) 50010 nguyén va tiém
n'uyén
11 Advate Octocog alfa Bot dong Hop 1 1o bt NSX 24 760410091323 1
(recombinant kho va dong khé, 1 1o (QLSP-HO03-
human dung mdi { nude cat pha tiém 1165-19)
coagulation pha dung x2ml va | bd
factor VIII dich tiém dung cuy hoan
(rFVIID) 100014 nguyén
12 Advate Octocog alfa Botdong | Mai bo dung cu NSX 24 760410091423 1
{recombinant khé va gém 1 1o bot (QLSP-HO3-
human dung méi déng kho, 1 1o 1166-19)
coagulation pha dung | nude cat pha tiém
factor VI dich tiém x2mlva 1 bd
(rFVII) dung cu hoan
15001U. nguyén va tiém
truyén

8.2. Co s sian xuit: Co s sin xuat: BSP Pharmaceuticals S.p.A.; Co s& déng géi va xuit xwéng:
Takeda Austria GmbH (Dja chi: Co so san xudt: Via Appia Km 65,561, (loc. Latina Scalo)- 04013
LATINA (LT), Y; Co so dong goi va xudt xuong: St. Peter Strasse 25. 4020 Linz, Ao)

13 Adcetris Brentuximab Bot dé pha Hop chira 1 | NSX 48 800410091523 1
Vedotin 50mg dung dich lo x 50mg (QLSP-HO3-
tiém truyén 1136-18)

9, Co sé dang ky: Wockhardt Limited (Wockhardt Towers, Bandra-Kurla Complex, Bandra (East)
Mumbai 400 051, An Do)

9.1. Co sé san xuét: Wockhardt Limited (Dja chi: Biotech Park, H-1472, MIDC Walyj Aurangabad
431136 Maharashtra State, An Do)

14 Glaritus Insulin Glargine Dung Hop 1 ng USP 36 800410091623 1
3001U/3m! dich tiém tiém 42 (QLSP-1069-
{cartridge) x 17)

3ml; Hép !
but tiém
dong sin bng
fiem x 3ml

Ghi chui:

1. Cach ghi tiéu chudn chét luong thudc 1gi ct (6):

- Nha san xudt (NSX), Tiéu chuan nhd sdn xudt (TCNSX), Tiéu chudn co s6 (TCCS), In-house c6 y nghia tuong
duong nhau, la tién chudn (,hm lwong thudc do co so san xudt xdy dung va déu co thé dwoc ghi trén nhan thide.

- Céch viét (a1 cdc tiéu chudn chdt eong diepe dién: Duge dién Viét Nam (DDVN), Durpe dién Anh (BP), Duoc r?teﬂ
My (USP), Duge dién Nhdt Ban (JP), Duge dién Trung Qudc (CP), Dugpc dién Chiu du (EP), Durpc dién Quoc té
(IP)...

2. 8o ding ky tai et (8):

- 86 dang ky gia han la 56 dang ky dupc mp theo quy dinh tai Phy luc VI Thong tu 08/2022/TT-BYT ngay
05/09/2022 ctia Bo trucng Bo Y 1e quy dinh vige dang kv heu hanh thuoc, nguyeén ligu lam thube.

- 86 dmig ky da cap (dwege ghi trong ngode don) la so dang ky da dwpc cdp triede khi thudc diege gia han theo quyét
dinh nay.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéc 1ap - Tw do - Hanh phic
S6: 6452e/QLD-PK Ha Ngi, ngay 18thdang 03 nam 20 24
V/v thay doi, bo sung déi véi thude
da duoc cap GDKLH

Kinh giri: Wockhardt Limited

Dia chi: Wockhardt Towers, Bandra Kurla Complex, Bandra (East), Mumbai
400051 MH, India

Tra 16i ho so sb tiép nhan sb 51 1/22/TDVXSP ngay 26/12/2022 va hé SO bo
sung kém theo céc tai ligu lién quan cua cong ty vé viée thay doi, bo sung dbi véi
thude di duoc cap gidy dang ky luu hanh;

Cin cit Théng tu sb 08/2022/TT- BYT ngay 05/9/2022 cua By Y té quy dinh
viéc dang ky luu hanh thudc, nguyen liéu 1am thudc;

Cin ctr Bién ban tham dinh hd so thay déi/bd sung ciia cong ty, Cuc Quan Iy
Duoc ¢6 y kién nhu sau:

Déng y v6i ngi dung dé nghi thay d6i, bd sung duge phé duyét kém theo cong
van nay doi vai thude Glaritus, sd dang ky 890410091623,

Ngoai ndi dung dugce phé duyét, cac ndi dung khac gitr nguyén nhur hd so dang
ky thude luu tai Cuc Quan ly Duoc.

Céc noi dung thay doi, bo sung néu trén dugc thyce hién ké tir ngay ky cong van
nay. Riéng ndi dung thay dbi, sau 12 thang ké tir ngay ky céng vin ndy, cong ty
phai thue hién theo ndi dung thay dbi da dwgc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién dung cac quy dinh vé
dang ky lvu hénh thude./.

Noi nhin: KT. CUC TRU ‘ONG
- Nhw trén; PHO CUC TRUONG
- Cyc trudng (de b/c); s

- Luu: VT, BKT (L).

" Nguy#n Thanh Lim
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BANG $O SANH NOI DUNG DA BUQC DUYET VA NOI DUNG XIN BO SUNG

Quy cach ddng ghi da duge duydt

Quy cach déng gbi vai logi bit tidm xin bd
sung

Hap t bng tidm x 3 m!
Hap 1 bt tiém (DispoPen) dong sia dng
tém x 3 ml

Hép 1 bt tigm (DispoPen-2) dony sdn bng
tidmx 3 ml
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Declaration for Dispopen & Dispopen-2

This 1s to clarify that the Dispopen & Dispopen-2 is a prefilled pens, a combination drug delivery device
holding a drug filled 3mL cartridge of desired drug. It has components as mentioned below in the image.
This is a multi-use, disposable drug delivery device used to deliver a desired dose as recommended 1o

Users.

General description

... . . Representation of Dispopen and Dispopen-2 N
Dispopen The Dispopen is a Disposable, Non-invasive medical device for storing of drug product
' in & 3 mL cartridge and channelling via a disposable hypodermic needle. The Dispopen
does not come in contact with drug in the cartridge. The Dispopen cun deliver from
1 1 to 60 U in order to facilitate vser specific dose as recommended.
The pen is a 2 part mechanical device, consisting of
. Pen cap and,
2. Dose delivery subassembly with 3ml drug filled cartridge in a non-removable
cartridge cap.

F“I‘)ispupen-z The Dispopen-2 is a Disposable, Non-invasive medical device for storing of drug product
in a 3 mL cartridge and channelling via a disposable hypodermic needle. The Dispopen-2
does not come in contact with drug in the cartridge. The Dispopen-2 can deliver from
1 TU to 60 TU in order to facilitate user specific dose as recommended
The pen is a 2 part mechanical device, consisting of

1. Pen cap and,

2. Dose delivery subassembly with 3ml drog filled cartridge in a non-removable

cartridge cover.
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Device Developmenl Department

Anrlbmc
Shapu
Size (Diameler)
Size (Overall Length)

Cﬂ!nr

Dose Dial Rcsclring
Doue SLle;: inc emr:nt

Tola% Number of Units on
Dose Dial

Daose Delivery Mcchanism

erformance Atvibutes changes of device

Dispnpen
Rmmd

iﬁ 45 44), 2 i

164.2 £0.5 mm

Light Blue
Mdm;al
Resumhk.

1“]

60 11

Dispnpen-z

Rmmd

I7 50 40.2 mm
160.18 1.3 mm
Dark Bltrlcr
Manual

Rubelldh]o

111}

601U

Design differences between Dispopen & proposed Dispopen-2:
We would like to clarify that there is no significant changes made in the design belween Dispopen and Dispopen-2

except the following changes:

,:"' visarny hEE
PiW AHARTYY  Wimls

Rutional of change

Increase in Diameter for better grip

Betfer ergonomics

Cosinetic change

1, Thump pad diameter Is increased from 12.4 mm to 15.5mm for better cushion force during use,

Dispopen

I'iispopenJ

2. Cartridge cover design improved by integrating cartridge cap with cartridge holder.

s e

e R

~ Dispopen

ik \;3\*5 [T b

:

Dispopen-2

LA n ;'-.,

2 uh

All the above changes are done to improve the Dispopen-2 quality and user comfort. These ohscweq fdi"f‘fmnces

will not affect the quality, safety or efficacy of the intended drug product.
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BQ Y TE CONG HOA XA QI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lip - Ty do - Hanh phiie
Sé:/.{_;gyg_,/ /QLD-BK Ha Ngi, ngay ¢ thang () ndm ¢l

V/v thay ddi TCCL va quy trinh
phén tich thanh pham

Kinh giri:  Wockhardt Limited

Dia chi: Wockhardt Towers, Bandra-Kurla Complex, Bandra (East)
Mumbai 400 051 - India

Cuc Quan ly Duge nhén duoc ho so sb 166/TDVXSP ngay 11/05/2021 va
cac tai liéu lién quan cta Cong ty vé viée thay doi/bd sung déi v&i thube di duge
cdp gidy dang ky luu hanh.

Cén clr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bd Y té quy
dinh vi€c dang ky luu hanh thude, nguyeén liéu lam thudc;

Can cir két ludn tai Bién ban tham dinh hé so dang ky thay doi/bd sung
ctia cong ty, Cuc Quan ly Dwroc ¢6 y kién nhu sau:

Dong y vé viée thay doi tiéu chuan chét luwong va quy trinh phan tich
thanh pham déi véi sinh pham Glaritus, sb déng ky QLSP-1069-17.

Béng so sanh tiéu chuan chit lugng thanh pham da dugc phé duyét va dé
nghi thay d6i kém tiéu chudn chit lugng thanh pham thay ddi duge dong dau
xdc nhén ctia Cuc Quan ly Dugce kém theo Cong van nay.

Ngoai ndi dung dugc thay d6i trén, tat ca cac noi dung khac giit nguyén
nhu ho so dang ky thude luu tai Cuc Quan ly Duge.

Céng ty dang ky, nha san xuét phai chju trach nhiém v& chét lugng, an
toan va hiéu qua déi véi thude lru hanh trén thi trudng va co trach nhiém thong
bao sy thay doi nay dén céc co quan lién quan va khach hang.

Sau 12 thang ké tir ngay ky cong van nay, cong ty khéng duge nhap khau
sinh pham trén véi tidu chudn chat luong va quy trinh phan tich cii cta thube.

Cuc Quan ly Duoc thong béo dé cong ty biét va thye hién dung cac quy
dinh cta Viét Nam v& san xudt va luu hanh thude./.

Noi nhin: KT.CUC T RUONG
- Nhur trén;
- Cue trudng (dé ble); /{m CUC TRUONG

- Vién KPQG VX&SPYT (dé phth); =~
- Luw: VT, DK (Hy).
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UNCONTROLLED/CONFIDENTIAL

Tvocknarpr VEGs

ANNEXURE NUMBER

BTQCS0015-A04-4.0

e

i ,,m

ANNEXURE TITLE

FINISHED PRODUCT SPECIFICATION

// / VAN th,\\\
r 2 o) r ﬂe’“ L

PO
'l Fil 3
T
NAME Glaritus 100 IU/mL \\c«' HO CHj mwa///
DOCUMENT No. FPS0180 REVISION No. 0 %
REFERENCE STP No. FP/STP/0180 EFFECTIVE DATE 06 KOV 2020

PRODUCT DETAILS:

Generic name

Insulin Glargine Injection USP

Brand Name

Glaritus 100 IU/mL

Reference

United State Pharmacopoeia-42, In-house

Chemical formula / Molecular

NA

weight (if applicable) BOY S
Material code (if specification w: L -
applicable for more than one code, 302075,303692,304164 CUC f;gi N LY DUOC

P g v St A g

all codes shall be specified) e w¥h gy ru e
o J-....-l /

Sampling As per Sampling SOP. B oy 4 h

Quantity to be sampled 22 vials , 52 cartridges TRMS ngdy .26 thing .0 nim LV 7

() Chemical analysis
(Iy Microbial analysis

23 vials , 23 cartridges

(theo cong \all,/j’.,.lf.i.-/f.f@l.. D-DK)
NA :

(lil) Retention as control sample

Retest Period/ Shelf life

3 Years

Storage conditions

Preserve in the unopened multiple-dose container. Do not
repackage. Store in a refrigerator at a temperature of +2°C to
8°C Protect fram sunlight. Don't freeze. .

Pack Details

1. 3 mL solution filled in a glass cartridge pasted with printed
sticker label. 1 or & filled cartridge blister packed in a
printed carton with literature insert in a polybag.

2. A labelted 3 ml sclution filled cariridge fitted in a Dispopen
with viotet colour dose diller.1 or 5 dispopen packed in a
tray with 1 or § pen tip and literature insert packed in a
carton, in a polybag

3. A Labelled 3 ml filled cartridge with label fitted in dispopen
with dark blue color dose dial with grey color thump pad
and transparent cartridge cover.1 dispopen packed in a
printed carton with pen tip and literature insert.

4. 10 mL solution filled in a glass vial with rubber stopper and
violet colour flip off seal. Vial is pasted with printed label. 1
filled vial packed in printed mono carton with literature

insert.
Prepared by Reviewéd by Approved hy ]
Name of Person [Iyofy r]) Woatungare | Mul oo Fﬂs_a«a) gmgwj‘my Dl f
Signature E_ﬂ,é)——— @l’ .mﬂcz/tox /ﬁ)iﬂ hm—;--__:f___
Date 0611112020 05\ 12029 Vel - ?'/w@
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UNCONTROLLED/CONFIDENTIAL
'f/“ - LiFE
WOCKHARDT  viivis

ANNEXURE NUMBER

BTQCS0015-A04-4.0

ANNEXURE TITLE

FINISHED PRODUCT SPECIFICATION

NAME Glaritus 100 IU/mL
DOCUMENT No. FPS0180 REVISION No. 01
Each mL of Cartridge contains:
; Insulin Glargine USP 100 IU/mL
Label Claim

M-Cresol USP 0.27% wiv
Water for Injection USP ...q.s.

SPECIFICATION: Part — |

Sr. Test Name Release Limits Unit of Test

No. measurement | Reference
Description ; -

1. | By visual A clear, colourless solution, free from turbidity | 4 Applicable | In-house

. and foreign matter.

Observation)
Identification The retention time of the major peak of the Azl

2. | (By HPLC) sample solution corresponds to that of the Nel fpplieshis: | LIGP-22

standard solution, as obtained in the Assay.

3. [pH(By .
Potentiometry) 3.5-4.5 | NA usr-42
Container Content | For 3 ml Cartridge: NLT 3.0 mL per cartridge

4 (By Volumetric - ;

| Method) For 10 mL vial: NLT 10 mL per via mL USP-42

Limit of High NMT 0.5 B
Molecular Weight

B g i
Proteins % USP-42
(By HPLC)
Product —Related | Any individual insulin glargine substance :
Substance and NMT 0.5

6. &/ 0 )
Impurities (By Total insulin glargine related substance : /O whP42
HPLC) NMT 2.0 r
Zinc
Determination //

7. | (By Atomic 20-40 Yol‘/ pg/mL USP-42
Absorption
Spectrometry)
Bacterial UsSP
Endotoxins 3 . Endotoxin

B. .| NMT 80 USP Endotoxin Units/100 USP ; USP-42
(By Chromogenic | |ngylin Glargine Units. UnltfélgﬂnUSF’

Method)

Glargine Units.

i
Prepared by {Sigh a
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UNCONTROLLED/CONFIDENTIAL

o, LiFE
MOCkHARDT Witk
ANNEXURE NUMBER BTQCS0015-A04-4.0
ANNEXURE TITLE FINISHED PRODUCT SPECIFICATION
NAME Glaritus 100 IU/mL
DOCUMENT No. FPS0180 REVISION No. 01
Sr. Test Name Release Limits Unit of Test
No. measurement | Reference
Sterility No evidence of microbial growth.
9. ! (By membrane Not applicable USP-42
filtration method)
- Assay NLT 95.0 and NMT 105.0 USP Insulin USSP tnsulin
; iy i Glargine USP-42
{By HPLC) Glargine Units/mL. Units/mL.
Particulate matter | 2 10 im — NMT 8000 particules per
11. | (By Light container. particules per US2-42
obscuration _ ) container
method) z 25 um — NMT 600 particules per container.
12. | Assay of m-creso! | Between 2.43 mg/mL to 2.87 mg/mL In-House =
(By HPLC) ¢ 2 g A

0
Prepared by:gi

nd Date)
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UNCONTROLLEDICONFIDENTIAL

rn s ke T

i T T O % LiFE
AU EE" 8 B Sl _ /WOCX//MA’ﬂf Witds
ANNEXURE NUMBER BTQCS0015-A04-4.0
ANNEXURE TITLE FINISHED PRODUCT SPECIFICATION
NAME Glaritus 100 1U/mL
DOCUMENT No. FPS0180 REVISION No. 0t

Part-!! Dispopen-| Physical Verification

Sr. No. Test Name Release Limits Unit of
measurement
1. Total Length NLT 163.0 mm and NMT 163.4 mm mm
2 Outer body
Diameter (Middle) | N-T 16.25 mm and NMT 16.65 mm i
= Weight NLT: 32.52 g and NMT 33.32 g g

Observe visually for dust, stains, crack, bur, Sharp
4. Visual Defects edge, scralch, finger mark, dent should be free | Not Applicable
from any visual defecis.

1. Check Cap for fitment.
2. Check the orientation of both parts (Pen cap &

5 . Pen body). : i
Gap Fiment 3. Pen Cap neither too tight nor loose to fall after Neksrplicanle "
shake down. .
4, Orientation of both parts must be match.
8. Position of “ZERO" | Rotate the dose dial & observe "ZERO” must Not Anlicaiiis
on Dose Dialling coincide with pointer. S
s &
7. " = Rotate the dose dial & observe. . ¥
B0°Unit” Stoppags Dose dial should not mave beyond 60 units. Nk Applicatia »
Units Lower {imit Upper limit
2 Units 0.010 mL 0.030 mL
10 Units 0.090 mL 0.110 mL
- 20 Units 0.190 mL 0.210 mL ;;\\\
8. ~\{) )
CEREDia 30 Units 0.285 mL 0.315 mL ml uﬁ\
~ i
40 Units 0.380 mL 0.420 mL VAI/ H
50 Units 0.475 mL 0.525 mL i
2
60 Units 0.570 mi 0.630 mL /3*
Ou\\\anw

Prepared by (Sign and Date)
Page 4 of 5
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' LiFE

Tvocktarpr WEss

ANNEXURE NUMBER

BTQCS0015-A04-4.0

ANNEXURE TITLE

FINISHED PRODUCT SPECIFICATION

NAME Glaritus 100 1U/mL
DOCUMENT No. FPS0180 REVISION No. 01
Part - ill Dispopen-ll Physical Verlification
Sr. No. Test Name Release Limits Unit of
measurement
1. Total Length NLT 158.88 and NMT 161.48 mm
2. Weight NLT: 33.8 and NMT 34.6 g
Observe visually for dust, stains, crack, bur, Sharp
3 Visual Defects edge, scratch, finger mark, dent should be free | Not Applicable
from any visual defects.
1. Check Cap for fitment.
4, Cap Fitment 2, Pen Cap neither too tight nor loose to fall | gt Applicable
after shake down.
5 Cartridge cover | Cartridge cover should not be loose out while ;
Fitment dosing. el Agplieanie
Zero should be aligned with the slot of viewing
6. Dose Indicator window of outer body for clearly indication of | Not Applicable
dosing unit. .
Units Lower limit Upper limit
2 Units 0.010 mL 0.030 mL
10 Units 0.090 mL 0.410 mbL
20 Units 0.190 mL 0.210 mL
8.
QoS Aetragy 30 Units | 0.285 mL 0.315 ml. mi.
40 Units 0.380 mL 0.420 mL
50 Units 0.475 mL 0.525 mL HT/
80 Units 0.570 mL 0.830 mL

a&\\\\w
Prepared by (Sign and Date)
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1 Glargine Injection USP 100 TU/mL

LIFE

WBFS

TABULATED COMPARATIVE SPECIFICATIONS

REGISTERED SPECIFCATIONS (In-House) PRPOSED SPECIFICATE'IBQ’ (USF ‘4*25/ % //
Part-1 Part-l Ny 7
,'S;(; Test parameter _ Acceptance Criteria il; | Test parameter Acceptance Criteria
1 Description A Clear, colourless or almost colourless ] Description A Clear, colourless solution free from turbidity
solution. (By visual Observation) and foreign matter.
2 Identification The retention time of Insuhin Glargine peak in 2 Identification The retention time of major peak of the sample
’ the chromatogram of the Assay preparation (By HPLC) solution corresponds to that of the standard
corresponds to that in the chromatogram of the sotution, as obtained in the assay.
standard preparation, as obtained in the assav.
3 Bacterial Endotoxins Not more than 80 Endotoxin Units for each 3 Bacterial Endotoxins (By Not more than 80 Endotoxin Units for each 100
100 TU of Insulin Glargine. Chromogenic method) TU of Insulin Glargine.
4 Sterility. Confirms to the requirements using membrane 4 Stenility (By Membrane No evidence of microbial growth.
filtration method Fiitration method)
5 Particulate Matter Not more than 6000 particles per container, 5 Particulate Matter Not more than 6000 particles per container.
210 um 210 pm
225 um Not more than 600 particles per container. =25 um Not more than 600 particles per container.
6 Volume in Container For 3 ml cartndges: Not less than 3.0 mL per 6 Countainer Content (By For 3 ml cartnidges: Not less than 3.0 mL per
cartridges. volumetric container) cartridges.
For 10 mL Vial: Not less than 10.0 mL per For 10 mL Vial: Not less than 10.0 mL per vial.
vial. Lo
7 pH Between 3.70 10 4.30 7 pH (By Potentiometry) 35-45 P /_'_‘_"’“i
g Zinc Content Between 10.0 ug and 40.0 pg for each 100 TU & Zinc Determination (By Atomic | 20-40 pgfml // Vi pum
of Insulin Glargine. Absorption Spectrometry) - PHOD!
9 Limit of High Molccular Not more than 2.00 % 9 Limit of High Molecular Not more than 0.5 % =] 1PAL g
Weight Proteins Weight Proteins = LTAI TP
(By HPLC) AR
10 | Assay (losulin Glargine) Not less than 95.0 U per mL and not more 10 | Assay (By HPLC) Not less than 95.0 IU per mL and not more tan S~
than 105.0 IU per mL 105.0 fU per mL L X
11 Assay of m-cresol Between 2.43 mg/mL and 2.97 mg/mL. 11 Assay of m-cresol Between 2.43 mg/mlL and 2.97 mg/mL.
12 Related Compounds Not more than 6.0% 12 Produci-Related substance and Any individual insulin glarging-substance: NMT
mpurities (By HPLC) (5%
s Total insulin-glargine related substance: NMT
X
N, Page 1 of 2
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1 Glargine Injection USP 100 [U/mL

LiFE

BROCKkHARDT ks

Part-11 (Dispopen- Physical Verification)

Pari-II (Dispopen- Physical Verification)

1 | Total length NLT 163.0 mumn and NMT 163.4 mm 1 i Total Jength NLT 158:88:mm:and NMT 161.48 mm
2 | Outer Body Diameter | NLT 16.25 mm and NMT 16.65 mm 2 | Weight NLT-33.8 gmand NMT 34.6 gm
(Middle}) )

3 | Weight NLT 32.52 gm and NMT 33.32 gm 3 | Visual Defects | Observe Visually for dust, stains, cracks, bur, shamp edge.
scratch, finger mark, dent, should be free from any visual
defects

4 Visual Defects Observe Visually for dust, stains, cracks, bur, sharp edge, 4 Cap Fitment 1. Check cap for fitment.

scratch, finger mark, dent, should be free from any visual ii. Pen cap neither too tight nor loose to fall afier shake
defects down.

5 | Cap Fitment i. Check cap for fitment. 5 | Cartridge Cover Cartridge cover should not be loose out while dosing.

ii. Check the onentation of both parts (pen cap and pen Fitment
body)
ii. Pen cap neither too tight nor loose to fall after shake
down.
iv. Orientation of both parts must match.
6 | Position of Zero on Rotate the dose dial and observe “ZERO™ must be 6 | Dose Indicator Zero should be aligned with the slot of viewing window of
Dose Dialling coincide with pointer. outer body for clearly indication of dosing unit.
7 60 Units’ Stoppage Rotate the dose dial and observe. Dose dial should not 7 | Dose Accuracy
move beyond 60 units
8 | Dose Accuracy 2 Units 1. Lower limit 0.010 ml
2. Upper limit 0.030 ml
2 Units 3. Lower limit 0.010 m! 10 Units 1. Lower Limit 0.090 ml
4. Upper limii 0.030 ml 2. Upper Limut 0.110 ml s
10 Units 3. Lower Limit 0.090 ml 20 Units 1. Lower Limit 0.190 ml ,9\
4. Upper Limit 0.110 ml 2. Upper Limit 0.210 ml 5N
20 Units 3. Lower Limit 0.190 m] 30 Units 1. Lower Limit 0.285 ml ) T
4. Upper Limit 0.210 m} — 2. Upper Limit 0.315 ml
30 Units 3. Lower Limit 0.285 ml ‘<’ 40 Units 1. Lower Limit 0.380 ml N
4. Upper Limit 0.315 ml 2. Upper Limit 0.420 ml A he:--':)J
40 Units 3, Lower Limit 0.380 ml \ 50 Units . Lower Limit 0.475 ml /
4. Upper Limit 0.420 ml . 2. Upper limit 0.525 ml
50 Units 3. Lower Limit 0.475 ml 60 Units 1. Lower himit 0.570 ml
4. Upper limit 0.525 mi 2. Upper limit 0.630 ml
60 Units 3. Lower iimit 0.570 ml E
4. Upper limit 0.630 m]
Enclosures:
1. Propased Specifraitons_FPS01B0-03
Pape 2 of 2
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BO Y TE CONG HOA XA HOI CHU N6HIA-VILT NAM
CUC QUAN LY DUQC Dgc 1ap - Ty do - Hanh, phaey 7
- VAN LY U 1iLoap N

“; |

Sb:1% 8§93 /QLD-DK Ha Néi, ngay A6 thang j‘ nint 2079
V/v bd sung quy cach déng géi

Kinh gri:  Wockhardt Ltd.

Diachl:  Wockhardt Towers, Bandra-Kurla Complex, Bandra
(East) Mumbai 400 051- India

Cyc Quan ly Duge nhan duge vén thur s6 PIV1103 dé ngay 01/7/2019 va

céc tai liéu lién quan (cong van dén 131/VXSP, ngay 03/7/2019) clia cong ty vé
vide b sung hd so (hd so 85a/TDVXSP, ngay 18/01/2018) theo yéu cau tai
cong van s6 9964/QLD-DK ngay 21/6/2019 cta Cuc Quan ly Dugce lién quan
dén viéc bd sung quy cach dong goi d6i véi thube da duge cip sb dang ky fuu
hanh.

Can cir Thong tur s0 32/2018/TT-BYT ngay 12/11/2018 cua B4 Y té quy
dinh viéc ding ky luu hanh thude, nguyén ligu lam thude; Théng tu s0
01/2018/TT-BYT ngay 18/01/2018 cia B Y té quy dinh ghi nhén thude,
nguyén liéu 1am thudc va t& hudng dan sir dung thube;

Can ot két luan tai Bién ban thim dinh hé so ding ky thay ddi/bd sung
clia cong ty, Cuc Quén ly Duge coy kién nhu sau:

I, Bong ¢ dé cong ty dwoc bbd sung quy cach dong gdi déi véi sinh phém
Glaritus, sb dang ky QLSP-1069-17, cu thé nhur sau:

- Quy cach dong goi da dugc phé duyét: IIop 1 éng tiém x 3 ml;

- Quy cach dong goi bd sung: Hop 1 blttidm déng san ong tiém x 3 ml.

MAu nhin cta quy céch déng goi bd sung duoc déng dau xéc nhan cia
Cuc Quan ly Duge kém theo Cong van nay.

Ngoai ndi dung dugc thay d6i trén, tit ca cdc ndi dung khac gilt nguyén

nhu hd so ding ky thude luu tai Cyc Quéan ly Dugc.

. Céng ty dang ky, nha san xufit phai chju trach nhiém vé chit lwgng, an
toan va hiéu qua dbi véi thude luu hanh trén thi trudmg va c6 trach nhigm théng

béao sur thay;ﬁngagtd@n cig eoquand H‘gp),q ugmva khach hang,

2D ﬂizt}ﬁ LidGinehl zcap;gr;hg& ;u;ing itimfoutudng dan st dung theo quy dinh
tai Thong tyr so 01/2018/TT-BYT ngay 18/01/2018 cia Bo Y té, yéu cau cong ty

nép ho so Khactdéydang k§ thidly §60 bo sung thep quy dinh.
Cuc;Quan.yl” ”??ﬁig\\ g bio dé cong ty biét va thuc hién dung céc quy

dinh clia Vg6 g ‘ﬁﬁ"g@ il Wdinhit

Noi nhin: B\ KT. CUC TRUONG
- Nhu trén; * GON& CHl * | “PHO,CUC TRUONG
- Cuc trudng (dé BE)N iiﬁg By / e T N
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Each Doy ranins one moga ot |, Sierhe ¢ tsulin needis 31 puuge (0.25mm x & mmj 1 GLARITUS - Dung dich thém (lim duti da) c
Becumbioer Vs oleimis P D ARDT LD | Thisnh piéin: ¥8) ms e 100 iU rsutn glargine 1116 hop § . g p
et T S o, 4141 M. Vi, Acargams €710¢ | Hop 1 Dt tiom 6ng s8n dng (sartrigee) x 5 mi. 5 g '
e i B eastira Giale - bncke. Ché finh, cach dimg, chbng G deh va chc thong lin khac: Xem trong L hong ‘
1 % 2 ]

::.;,:;m‘,:m Do not e | aund open of EamAgeC. din 59 dung Thubc kem o, g S I-

oot T i, Norhytoptel e 8 o sepel. SEIK: QLSP-H068-17; Thbu ciuhn chbt heomg: N adn st ~ G :
stminisiation : §ee patkems inyer BLHEDILEH DHLC ARSI T “ﬂlmwm“ﬂ;y | 84 1 SX. npéry 5X, HD: Xem "Ratch No.", "Mig. Date”, "Exx. Diate” rén bao &L, & )
Dosage:As Girectd by the prvsian otk Maiirs ok | B0 quin’ Bac quén Tong 10 tanh & nhiét & tir 2°C dén B°C, tranh nk: sing. g '
ML ADIOOA Caulw::lt-olavgem.n&m this prparation sxcan! 1 ‘Khiing 6& fong tanh. o i
Hgnutaraures i lnde by \mtny iyl mipprve) 1 Dé xe tim tay tr6 am, Boc kP mromp diin sk dyng mte khi ding. |
WoTHUTIMIED . For bewch o and eapiry of pesdic, , 5i#n xuflt tai An DG, béi: WOCKHARDT LIMITED L :
Adramgate? 431128 Mehareshics Siate - idis et il e e Biotech Perk, H-14/2, MIDC Walj, A d 431136 Stote. An B5. )
© e, Tesar ol Wocknt | DNNK: Batch No. : -
B om0 8lig0 1067105395 1h | Wi Dot ry
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Gtorage +2'C to +8°C, protect from light.

Do not fresze.

Keap out uf reach of children.

Glaritus® DispoPen 6 for use by one parsan only.

1 Unit Of Gtarlio Dispoasbte nesdle provided to ba used with Giartus® DispoPen.

1 x 3 m! injmction.

GLARITLS-
DispoPen

1100 1U/mli, For @use only.

% ' 1 . ' o
Recombinnt Insulin Glargine Injection

1 % 3 mf injerction,

GLARITUS
DispoPen

i For@ use oniy.
Recombinant insulin Glargine injection

ST,
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BachMo: | 75 he gyer-printed

1 :Eg:i in the OPZ Area

80 x 42 mm
Space for
Batch details &
2D Code

BRAND NAME AND
PEN IMAGE TO BE
EMBOSSED
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