CONG TY CPDUQCLIEU  CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG UONG 2 DPjc 1ap — Tw do — Hanh phic
S6: 155../DL2-TB V Tp. Ho Chi Minh, ngay 06 thang 01 ndm 2025
V/v: Thay déi sé ding ky san pham
Omnipaque

Kinh giri: SO'Y TE TINH BINH PHUGC

Cong ty C Phin Dugc Liéu Trung Uong 2 xin giri 16i chao tran trong dén Quy S& Y té.

Cin ctr quyét dinh tring thiu s6 46/QD-SYT ngay 23/01/2024 ctia $& Y Té Tinh Binh Phudc,
cbng ty chung téi ¢6 tring thiu san phdm Omnipaque Inj Iod 300mg/ ml 50ml 10's.

Céng ty xin cdp nhat thong tin lién quan dén noi dung thay d6i clia san phdm Omnipaque nhu
sau:

Theo quy dinh cta théng tu ding ky thudc cli, Thong t 44/2014/TT-DKT thi dbi véi thube
don lidu ¢6 cung ndng d¢/ ham lugng, mdi quy cach déng goi phai 6 1 s6 ding ky riéng biét, nén
san phdm Omnipaque, ham lwgng Iod 300mg/ml, Hop 10 chai x 50ml c6 SPK: VN-10687-10 va san
phim Omnipaque, ham lugng Iod 300mg/ml, Hop 10 chai x 100ml, c6 SPK gia han: 539110067223
(SPK cii: VN-20357-17).

Hién nay, theo quy dinh ciia thong tu dang ky thudc 08/2022/TT-BYT thi thubc don lidu c6
cung ndng do/ ham luong thi c6 thé ding chung sé ding ky cho céc quy cich déng géi khac nhau.
Do d6, ngay 11/03/2024 theo cong van sd 5896¢/QLD-DK Cuc quan ly Dugc da phé duyét cho b
sung quy cach dong goéi 50ml vao sb dang ky gia han 539110067223 (SPK cii: VN-20357-17).

Tiép theo, ngay 03/05/2024, kém theo quyét dinh s6 287/QD-QLD, Cuc Quan ly Dugc da
cong bd Danh muc thuéc biét duge gbc Dot 3 nam 2024 cho san phim Omnipaque, s6 dang ky:
539110067223 (VN-20357-17) tai STT 36 vdi quy cach dong goi cho ca hai loai: Hop 10 chai x
50ml, Hop 10 chai x 100 ml.

Cin ctr theo khoan 24 diéu 1 thong tu 06/2023/TT-BYT ngay 12/03/2023, thubc c6 thay dbi
s6 ding ky nhu trong truéng hop cta thuéc Omnipaque dugc xem xét thay thé thude tring thdu dé
dam bao cung tng thudc diy du.

Ching t6i xin cam két ngoai thay ddi sb dang ky, tit ci cac thong tin khic cua
thudc Omnipaque s& dang ky 539110067223 déu khong thay ddi: cong thirc bao ché, quy trinh san
xuf"it, tiéu chuén chét lrgng nguyén ligy, tiéu chuén chét luong thubc thanh phém, tén thudc, nha san
xuét, hidu qua diéu trj...

Cong ty rit mong nhan dugc su phé duyét sém tir Quy S& Y té dé co thé cung Ung thudc thay
thé theo sé ding ky méi: 539110067223 sau khi da cung mg hét thuc tring thau theo sé déng ky cil
VN-10687-10, dam bao thudc dugc cung tmg lién tuc va phuc vu kip théi nhu cdu kham chira bénh
clia cac co so kham chira bénh.

Xin trin trong cam on va kinh chao./.
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% CUC QUANLY DUGC Poc lap - Tir do - Hanh phic
S&: 226 /QP-QLD Ha Ngi, ngdy03 thdng04ndm 2023
QUYET PINH

V& viéc ban hanh danh muc 182 thudc mrée ngoii
dugc gia han gidy diing ky luu hanh tai Viét Nam - Dot 113

CUC TRUOGNG CUC QUAN LY DUQC
Cén cir Ludt Dupc sé 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/NB-CP ngay 15/11/2022 cia Chinh phit quy
dinh chire niing, nhiém vy, quyén han va co cdu t6 chitc ciia B6 ¥ té;

Céin cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua BJ truong B6 Y
1é quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chitc ciia Cuc Quan Iy
Duegc thuée B4 Y té;

Cén cir Théng tu s6 08/2022/TT-BYT ngdy 05/09/2022 ctia Bj truéng B6 Y
té quy dinh viéc déing ky heu hanh thubc, nguyen lidu lam thudc;

Can cit y kién cua Hpi dong ti vén cdp gidy ding ky heu hanh thuéc,
nguyén liéu lam thudc - B6 Y té;

Theo dé nghi ciia Trucng phong Ding ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thuoc nudce
ngoai duoc gia han gidy ddng ky luu hanh tai Viét Nam - Dot 113, bao gbm:

1. Danh muc 166 thubc nuéc ngodi duge gia han gidy ding ky luu hanh
hiéu Iuc 05 ndm - Dot 113 (tai Phy luc I kém theo).

2. Danh muc 12 thubc nuéc ngoai duge gia han gidy dang ky hru hanh
hiéu luc 03 nim - Pot 113 (tai Phu luc II kém theo).

3. Danh muc 04 thuéc nude ngoai duge gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc III kém theo).

Pidu 2. Co s& san xuit va co s¢ ding ky thudc c6 trach nhiém:
1. Cung cép thudc vio Viét Nam theo dung céc ho so tai liéu da dang ky
véi Bo Y té va phai in ho#ic dan sé dang ky duoc Bo Y té cdp 1én nhin thudc.

2. Chép hanh diy du phap luat ciia nude CHXHCN Viét Nam va céc quy
dinh ctia B§ Y té vé nhap khau thuéc va luu hanh thude tai Viét Nam, néu c6 bt

cit thay dbi gi trong qua trinh hru hanh thubc & nude s& tai va ¢ Viét Nam thi -

phai bdo cdo ngay cho Cuc Quan ly Dugc -B6 Y t€ Viét Nam.
3. Thuc hién viéc cip nhit tiéu chuén chét lugng clia thudc theo quy dinh



tai Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng Bo Y té quy
dinh vé& chét lugng thudc, nguyén liéu 1am thudc.

4. Thudc dugc gia han gidy ding ky Iuu hanh tai Quyet dinh ndy nhung
chua ndp hd so cép nhat ndi dung nhin thudc, t& huéng dén sir dung thudc theo
quy dinh tai Thong tur 01/2018/TT-BYT ngay 18/01/2018 cia B§ truéng B6 Y
té thi phai thue hién viéc cdp nhét theo quy dinh tai diém b Khoan 1 Dleu 37
Thong tu s6 01/2018/TT-BYT trong th&i han 12 thang ké tir ngdy dugc gia han
gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh ndy, céc thubc dugc
gia han gidy dang ky luu hanh tai Quyét dinh ndy c6 thay db6i vé ndi dung hanh
chinh (bao gém cd mdu nhan va to hudémg dén sit dung) phai nhép kbiu, huu
hanh véi cic ndi dung d3 dugc phé duyét thay ddi trong hd so ding ky gia'han.

6. Phéi hop véi céc co s& diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thudc ké don, theo d&i an toan, hiéu qua, tic dung khongi mong
muon cia thudc trén ngudi Viét Nam va tdng hop, bdo cdo theo quy dinh tai
Piéu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 ciia B tn.rcmg BoY té
quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thubc déi véi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7.Co sé dﬁng ky phai dam bao duy tri diéu kién hoat dong cua co s6 dang
ky trong thoi gian hiéu luc cia gidy ding ky luu hanh thudc, nguyén liéu 1am
thubc. Trong trudmg hop khéng con dép img du diéu kién hoat ddng, co s& ding
ky phai c6 trach nhiém thyc hién thay dbi co s& ding ky theo quy dinh tai Thong
tir sd 08/2022/TT-BYT ngay 05/9/2022 cia B trudng BJ Y té trong thédi han 30
ngay ké tir ngly co sé& ding ky khong con du diéu kién hoat ddng.

8. Co s¢ ding ky thuoc phai bdo cdo B6 Y té vé& cép nhit tinh trang dap
uimg Thuc hanh tt san xuat clia co s§ san xuit thudc, nguyén liéu lam! ithudc.
Trudng hop co sg san xuét bi thu hdi gidy phép san xuit hoic khong dép ung

Thuc hanh tét san xuét thudc, nguyén liéu 1am thudc & nuée sd tai, co s& phai -

thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 théng bdo cia co

quan quan ly cé tham quyén nuéc s& tai theo quy dinh tai diém d khoan 1 Diéu.

100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 clia Chinh phil quy dinh chi
tiét mot sb diéu va bién phép thi hanh Luat Dugc.

9. Dbi véi thudc c6 sb thir tir 29 tai Phu luc I cé d& nghi thay dbi miu
nhan, huéng dén sir dung trong hd so dang ky gia han: Co s¢ ding ky thuc hién
thi tuc dé nghi thay d6i mAu nhan, t& huéng dan sir dung theo hinh thic dang ky
thay d6i bd sung sau khi Quyét dinh niy cé hiéu lyc.

})leu 3. Céc thuoc dugc gia han glay dang ky Iuu hanh tai Quyét dlnh L nay
duoc tiép tuc sir dung sé dang ky da cap trudc khi gia han trong thoi han t6i da
12 thang ké tir ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI
ban harh kém theo Thong tu sb 08/2022/TT-BYT.

Pic¢u 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.



~ Piéu 5. Gism déc S& Y t€ céc tinh, thanh phé tryc thude trung uong, gidm
doc nha san xuét va co s dang ky cé thudc tai Piéu 1 chiu trdch nhiém thi hanh
Quyeét dinh nay./.

Noi nhin: —CUC TRUONG
- Nhur Didu 5; e b.C

- B4 trudng (dé blc);

- TTr. D3 Xuén Tuyén (d€ b/c); &
- Cyc Quan Y - B& Quéc phong, Cuc Y té - Bo Céng

an: Cuc Y t& GTVT - Bd Giao théng vén tai; TBng
Cuc Héjxquan - Bd Tai chinh;

- Bao hiém X4 hoi Viét Nam; _
- B3 Y t& Vy PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuin Cudng
Thanh tra Bj.

- S& Y té c4c tinh, thanh phé tnre thuge Trung uong;

- Vién KN thudc TU, Vién KN thuc TP. HCM;

- Tdng Cong ty Duge VN-CTCP; Cic Cong ty XNK

duoc phém;

- Céc Bénh vién & Vién c¢6 giudng bénh tryc thuge

BYT;

- Céc phéng Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cyc QLD.

- Luu: VT, BKT (10b).




DANH MUC 166 THUOC NUGC NGOAI BUQC GIA HAN GIAY PANG KY LUU HANH

Phu lue I

TAI VIET NAM HIEU LUC 5 NAM - PQT 113

(Ban hamh kém theo quyét dinh 56 .228....../OP-OLD, ngay03./4./2023 cia Cuc Qudn Iy Dugc)
STT | Ténthudc | Hoat chat chinh Dang Quy cidch | Tiéu Tuoi So dﬁng ky So
— Ham lrgng bao ché | dénggéi |chuin | tho §|a han lin
(thang) | (So dang ky gia
da cép) han
()] (0] (€] 4 (6] © ()] ()] ®
1. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuat: ACS Dobfar S.p.A. (Dia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

1 Ceclor Cefaclor Cém pha [ Hop1lo NSX 24 800110067023 01
125mg/5ml (dwéi | hén dich | 30ml, (VN-15935-12)
dang cefaclor ubng 60ml
monohydrate)

1.2. Co si sin xuat: GE Healthcare Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 | 01
755mg/ml tuong | dich tiém | chai x (VN-20358-17) |
duong Jod 100ml
350mg/ml

5 |{Ommipaque |lohexol__ Dung__[Hopio | NSX | B | (539110067223 | o1}
:647mg]m_l tlIUnge .dl_ch t1e.m chai x) f(ﬁ_'jo:;s? 17).
“dirong Jod: 1100ml’

(300mg/ml
2. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Smgapore 189352, Singapore)
2.1. Co s& san xuit: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 | 01
10g/15ml d;‘ch goi x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone | Viénnén | Hp 1 vix | NSX 60 870110067423 | 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01

1/10 1mg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc ldp - Tr do - Hanh phiic
Sé: 5896e/QLD-PK Ha Néi, ngay 11 théng 03 ndm 20 24
Vv thay dbi, b6 sung di véi thube
da dugc cap GBKLH

Kinh giri: A. Menarini Singapore Pte. Ltd.

Pia chi: 30 Pasir Panjang Road, #08-32 Mapletree Business City, Singapore
117440

Tra 11 hd so sb tiép nhén sb 1295/20/T DPNN ngay 12/06/2020 va ho s0 bd sung
kém theo céc tai ligu lién quan cia cong ty vé viéc thay ddi, bd sung d6i véi thube
da duge cip gidy ding ky luru hanh;

Can ctr Thong tur sé 08/2022/TT-BYT ngay 05/9/2022 cia BO Y té quy dinh
viéc ding ky luu hanh thudc, nguycn liéu lam thudc;

Cén cir Bién ban thdm dinh hd so thay d6i/bd sung clia céng ty, Cuc Quén Iy
Duge ¢6 ¥ kién nhu sau:

Bong y voi néi dung dé nghi thay ddi, bd sung dugc phé duyét kém theo cdng
vian nay doi vai thudc Omnipaque, sb dang ky VN-20357-17.

Ngoai ndi dung dugc phé duyét, cic ndi dung khéc gift nguyén nhu hd so ding
ky thude luu tai Cuc Quan ly Duge.

Céc ndi dung thay ddi, bo sung néu trén dugc thyre hién ké tir ngay ky cong vin
ndy. Riéng nodi dung thay dbi, sau 12 thang ké tir ngay ky cong vin nay, cong ty
phai thuc hién theo ndi dung thay ddi da dugc phe duyét.

Cuc Quan ly Duoc théng bao dé cong ty biét va thuc hién diing cic quy dinh vé
ding ky hru hanh thudc./.

Noi nhn: KT. CUC TRUONG
- Nhur trén; PHO CUC TRUCGNG
- Cuc tnréng (de b/c); ]

- Luu: VT, BKT (P).

Nguyén Thanh Lim
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Omnipagie, SDK: VN.2U357-17
Dung dich tigm

BANG SO $ANH NOI DUNG-DE NGHI THAY BOI/BO SUNG

 Ngi dung 83 dwge duyét

| Nbi dung & nghi fhay 45V b3 sung

Qi chch déng g6
Hop 10 thaizx 100ml

Quy céch déng g
Hop 10 chai x 50ml, Hop'T0 chai x 100l
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Kv bén: Cuc Quin
WSS BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc ldp - Tw do - Hanh phiic
Sé: 287 /QP-QLD Ha Ngi, ngdy 03 thdng 05 ndm 2024
QUYET PINH

V& viéc cong bb Danh muc thudc bigt dwge gbc - Pot 3 nim 2024

CUC TRUONG CUC QUAN LY DUGC

Cén cir Lugt Dugc sb 105/2016/QH13 ngay 06/04/2016;

Cdin cir Nghi dinh so 95/2022/NB CP ngay 15/11/2022 ctia Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia B6 Y h

Cdn cut Thong tu s6 08/2022/3"’1" BYT ngay 05/9/2022 cua B¢ truong Bo Y
1¢ quy dinh viéc dang ky Iu'u hémh thube, nguyén liéu lam thuébe;

Cén cit Quyét dinh 56 1 969/QD-BYT ngay 26/4/2023 cua Bj truomg B6 Y
1¢ quy dinh chirc ndng, nhiém vy, quyén han va co cau té chire ciia Cuc Quan Iy

Duegc thugc B Y 16;
Theo dé nghi cua Truong phong Phong Déng ky thuée - Cuc Quan b Duoc.

QUYET PINH:

Pidu 1. Céng bé Danh muc 68 thubc biét duoc gbe Dot 3 - nim 2024 tai
Phu luc kém theo Quyét dinh nay.

Didu 2. Quyét dinh ndy c6 hiéu luc ké tr ngay ky ban hanh.

Diu 3. Giam dbc S& Y té cdc tinh, thanh pho trye thuge Trung wong, cic

co s& kinh doanh duorc va Giam dbc co s& c6 thudc néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

R " KT. CUC TRUONG
L I Teu

- B$ truéng Dao Hong Lan (4é b/c); ) _ CUC TRUONG
- Thir tnréng D& Xusn Tuyén (dé b/e); ; ' ot
- Cuc tnromg Vii Tudn Cudmg (dé bic); A

- Cyc Quan Y - B4 Quéc phong; Cuc Y té - B Céng an; Cyc{ia| QUA|

Y t& GTVT - B6 Giao thong van tai;
- Téng cuc Hai quan - B Tai chinh;
-Bao hlém X2 hoi Viét Nam;
-B§Y té: Vu Phép Ché Cuc QLKCB, Thanh tra B§; Nguyen Thﬁnh Lam
- Chc Vién: KN thubc TW, KN thubc TP, HCM;

- Trung tAm mua sm tip trung thudc qudc gia;

- Tdng Céng ty Dugc Viét Nam- CTCP;

- Cic co s6 kinh doanh dugc;

- C4c Bénh vién & Vién ¢6 giudng bénh truc thujc B§ Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;
- Luu: VT, BK (02b).
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Phu luc

DANH MUC 68 THUOC BIET DUQC GOC DQT 3 - NAM 2024
(Kém theo Quyét dinh s6 287/0D-QLD ngay 03 /05 /2024 cua Cuc Qudn Iy Dugc)

STT| Tén thuoe Hoat chat/ Him Dang bio che; So diing ky Co s& san xuit Dija chi co sé& sdn xulit/ Nirée sin
hrgng Quy céch déng gbi xufit
1 |Aclasta MBbi 100ml chita: acid [Dung dich truy%g VN-21917-19 |- Co s& sén xuét va déng |- Dja chi co sé& san xuit va déng géi
zoledronic khan tinh mach; g6i so chp: S0 chp:
(tuong Umg 5,33mg  [H{p 1 chai 100ml] Fresenius Kabi Austria  |Hafnerstrasse 36, 8055 Graz, Austria
acid zoledronic GmbH - Dja chi co s& déng g6i thir chp va
monohydrate) Smg - Co st déng géi thir cAp | xufit xudng:
va xult xudng; Verovikova ulica 57, Ljubljana,
Lek pharmaceuticals d.d. {1526, Slovenia
2 |Advagraf Tacrolimus (dudi Vién nang cimg VN-16290-13  |Astellas Ireland Co., Ltd. (Killerglin, Co. Kerry, V93 FC86,
dang Tacrolimus phong thich kéo Ireland
monohydrate) 0,5 mg |dai;
Hoép 5 vix 10 vién
3 |Advagraf Tacrolimus (duéi Vién nang cung VN-16498-13  |Astellas Ireland Co., Ltd. |Killorglin, Co. Kerry, V93 FC86,
dang Tacrolimus phéng thich kéo Ireland
monohydrate) 1 mg | dai;
Hép S vi x 10 vién
4 |Advagraf Tacrolimus (dudi Vién nang cimg VN-16291-13 | Astellas Ireland Co., Ltd. |Killorglin, Co. Kerry, V93 FC86,
dang Tacrolimus phéng thich kéo Ireland
monohydrate) 5 mg  |dai;
Hép 5 vi x 10 vién
5 |Anzatax Paclitaxel 30mg/Sml |Dung djch ddm djc |930114132624 |Hospira Australia Pty Ltd [ 1-5, 7-23 and 25-39 Lexia Place,
30mg/5ml pha dung djch tiém |(VN-20848-17) Mulgrave VIC 3170, Australia.
truyén;
Hép 1 lp 5Sml
6 [Azopt M>Bi 1ml hén dich Hoén dich nhé mét; [001110009924 |Alcon Research, LLC 6201 South Freeway,
chira: Hop 1 lp 5ml (VN-21090-18) Fort Worth, Texas 76134, USA

Brinzolamide 10mg




6

STT| Tén thube Hoat chat/ Him Dang bo ché; So diing ky Co sé san xuat Bja chi co s& san xuat/ Nuwde sin
lrgng Quy céch déng goi xuit
[736 [Omnipaque”  [Tohexol 647 mg/ml; f[Dung djchtiém; ‘|539110067223 |GE Healthcare Ireland  |IDA Business Park Carrigfohill, Co
" |(tuong duong Tod | Hop 10 chai x 50 - |(VN-20357-17) #[Limited Cork, Treland ©°
+{300mg/ml)* ml Hép 10chaix |~ | T
o 1100°mt =

37 |Ofrivin Xylometazoline Thudc xjtmilic6 |VN-22704-21  |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride phaén liéu; Switzerland
10mp/10ml Hép 110 10 ml

38 |Ofrivin Xylometazoline Dung djch nhé VN-22914-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride mii; Switzerland
10mg/10ml Hop 11o 10 ml

39 |Oftrivin Xylometazoline Dung dich nho VN-22705-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride mili; Switzerland
5mg/10ml Hép 11p 10 ml

40 |Ofrivin Xylometazoline Thudc xjt miii c6 |VN-22706-21 |Haleon CH SARL Route de I’Etraz 2, 1260 Nyon,
hydrochloride phén liéu; Switzerland
5mg/10ml Hép 1 1o 10 mi

41 |Phosphalugel |Aluminium phosphate |Hon dich udng; 300100006024 |Pharmatis Zone d’ Activités Est No 1, 60190
20% gel 12,38p/p6i  |HOp 26 goi x 20g | (VN-16964-13) Estrées-Saint-Denis, France
20g

42 |Pradaxa Dabigatran etexilate |Vién nang cimg; |VN-16443-13  |Boehringer Ingelheim Binger Str. 173, 55216 Ingelheim am
(du6i dang Hop 1 vi, 3 vi, Pharma GmbH & Co.KG |Rhein, Germany
Dabigatran etexilate |ho#c 6 vi x 10 vién
mesilate) 110mg

43 |Pradaxa Dabigatran etexilate |Vién nang cimg; |VN-17270-13  |Boehringer Ingelheim Binger Str. 173, 55216 Ingelheim am
(dudi dang Hop 3 vix 10 vién Pharma GmbH & Co0.KG |Rhein, Germany
Dabigatran etexilate
mesilate) 150mg

44 |Pradaxa Dabigatran etexilate |Viénnangcimg; |VN-17271-13 [Bochringer Ingelheim Binger Str. 173, 55216 Ingelheim am
(dudi dang Hdp 1, 3 hodc 6 vi Pharma GmbH & Co.KG |Rhein, Germany
Dabigatran etexilate |[x 10 vién
mesilate) 75mg
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