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CONG HOA XA HOI CHU NGHIA VIET NAM

'dal dién thudng tru tai Ha Noi cuia Cong ty Les Laborat01res Servier kém theo ket

/’%/‘ﬁ qua diéu tra phan tich héa hoc, dac diém nhén biét vé thude gia mang tén Vastarel
Zﬂ g, SPK: VN-16510-13, s6 16 SX: 929852, vi 30 vién, trén nhén vi ghi mao

danh nha san xudt 1 Céng ty Les Laboratoires Servier- France. Mau thuéc do

Mg canh sat diéu tra toi pham kinh té, chirc vu (PC 46) Cong an thanh phé Hd
Chi Minh bét giit va yéu cdu xac minh. :
Pé dam bao an toan cho ngudi st dung, Cuc Quan ly Dugce dé nghi S¢ Y té
tinh, thanh phd truc thudc Trung uong, Y té cic nganh:

- Thong bao cho céc co s& kinh doanh, sir dung thudc khoéng dugc budn
ban, sir dung thudc Vastarel 20 mg, SDK: VN-16510-13, sb 16 SX: 929852, vi 30
vién, trén nhan vi ghi mao danh nha san xuit 1a Céng ty Les Laboratoires Servier-
France va c6 mét sb dac diém khac v6i mau thube, Vastarel 20 mg that do Cong
ty Les Laboratoires Servier- France san xuit nhu sau:

Dac diém Thubc Vastarel 20 mg gia

Thudc Vastarel 20 mg that

Nhan vi Chit in m0, nhoe

thude NSX ghi: “ Les Laboratories
Servier-France”

Chit in rd nét, dé doc
NSX ghi: “ Les Laboratoires
Servier-France”

- Phoi hop véi cac co quan truyén théng thdng tin tdi cac co s& budn ban,

su dung thudc va nguoi dan biét dé khéng budn ban, st dung thudc Vastarel 20

mg gia c6 cac dau hiéu nhan biét néu trén;

- T4 chuc tiép nhén théng tin bdo cdo cua cac co s& san xuat, kinh doanh,
nguoi st dung; phdi hop voi cac co quan chirc nang kiém tra x4c minh, truy tim
nguon goc xuat xu cla thude gia néu trén; x ly cac t6 chire, cd nhdn vi pham theo

quy dinh hién hanh;




- Béo cdo ket qua vé Cuc Quan ly Dugc va co quan lién quan.

Cuc Quén Iy Dugc thong bdo dé cac don vi biét va thue hién./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; s &

- Thit trudng Truong Qubc Cudng (dé blc); PHO CUC TRUONG
- VKN thubc TW, VKN thudc Tp. Hb Chi Minh;

- Cuc Quan Y - Bb quéc phong;

-Cuc Y té-Bd Cong an,

- Cuc Y té Giao thong van tai - B6 GTVT;

- Website Cuc QLD; cac phong: Thanh tra Dugec MP,
QLKD duoc - Cuc QLD;

- Luu: VT, CL (XH).




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poc lap — Tu do — Hanh phic
Sé: [69 /QP-QLD Ha Ngi, ngdy o5 thang i ndam 2017
QUYET PINH
L [ Ve viée rat sb ding ky luu hanh thudc ra khéi danh muc céc thube
’,), qu & . duoc cip s6 ding ky luu hanh tai Viét Nam
/C/O ' 7 ,),uﬁ" - CUC TRUOGNG CUC QUAN LY DUQC A v -
- Cén ctr Luat Dugc ngay 06 thang 04 nam 2016;

Can cr Nghi dinh so 63/2012/ND-CP ngay 31/8/2012.cpa Chinh pht quy dinh
X~ _ehie nang, nhiém vu, quyén han va co ciu tb chirc cia B6 Y té;

/N’g 0 Vh’\f Cian ¢ Quyét dinh sb 3861/Qb-BYT ngay 30/9/2013 cua Bo truong Bo Y té
Sp G quy dinh chtc nang, nhiém vy, quyen han va co céu 6 chie ciia Cuc Quan ly duoc

W )ﬁ,\a‘(:(j thudc Bo Y té;

Céan cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B Y té quy dinh

W %/160 ding ky thudc;

Cin ¢t hd so tu nguyén dé nghij rat sé dang ky ciia cac co s dang ky thudc;
Xét d& nghi ctia Phong Pang ky thude — Cuc Quan 1y dugc;
QUYET DINH:

Piéu 1. Rut sd dang ky cna cac thube ¢6 tén trong Danh muc céc thude rat s6
ding ky ban hanh kém theo Quyét dinh nay.

Ly do: Co s& dang ky thude tu nguyén rit sé ding ky luu hanh thube.

Piéu 2. Cac cong ty dang ky, nha san xuat cac thude néu tai Diéu 1 phai chju
trach nhiém va theo ddi vé chat lugng, an toan, hidu qua cia thude trong qua trinh hru
hanh cho dén khi hét han dung cua thudc d6i véi cac thudc dé nghi rut s dang ky néu
trén da dugc nhép khau, san xuit trude ngay Quyet dinh nay c6 hiéu lyc.

Piéu 3. Quyét dinh nay cé hiéu luc ké tur hgay ky ban hanh.

Piéu 4. Giam dbc S Y té cac tinh, thanh phd truc thude Trung wong, cac don
vi kinh doanh thudc va Giam doc co s¢ ¢6 thude néu tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay.

Noi nhén: KT.CUC TRUONG
- Nhudieud: o S PHO-CUC TRUONG
Bé trudng Nguvin Th kam Tién (dé brey T

- Thi truong Truong Qudc Cuong (dé bey
- Cue Quan Y - Bo Quéce phong, Cuc Y - Bo Cong an:
- Cuc Y té Giao théng van tai - Bo Giao thong vin tai. 3
- Téug cue Hai quan - Bo Tai chinh, Bao hiém Xa hot Vidt Nam, %‘
- Vu Phap dn e Quan ly Y, Dugce ¢o truyen, Cuc Quan iy (l\‘i;mi}"%
chiva bénh. Thanh va Bo. Vien KN thude TW. Vién KN thude TP,

‘ HOM. /

\ - Tong Cong ty Duoe Vict Nan, Céac co so SX. XNK thuoc:

\ - Cac Bénh vién & Vién ¢6 giuong bénh wye thude Bo Y té;
- Website Cuc QLD, Tap chi Duge & My phfxm Cuc QLD
- Luu: VP, Cac Phong thude Cuc QLD, DKT(12)
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPjc 1ap — Tu do — Hanh phuc

o DANHMUC
CAC THUOC RUT SO DPANG KY LUU HANH TAI VIET NAM
(Ban hanh kem theo Quyét dinh so (g /OD-QLD ngayc5 thding 5~ nam 2017)

1. Cong ty diang ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Caroline
Center, Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).

1.1. Nha sin xuit: Frosst Iberica S.A. (d/c: Via Complutense, 140, 28805
Alcala de Henares (Madrid), Spain). Co s& déng géi: Merck Sharp & Dohme
(Australia) Pty. Ltd. (dia chi: 54-68 Ferndell St., South Granville, NSW 2142
Australia).

STT Tén thude Hoat chit ‘Dang bao ché S6 ding ky

1. | Arcoxia 30mg Etoricoxib 30mg Vién nén bao phim | VN-16833-13

1.2. Nha san xuidt: Merck Sharp & Dohme Ltd.. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, UK). Co s& dong goi: Merck Sharp &
Dohme (Australia) Pty. Ltd. (dia chi: 54-68 Ferndell Street, South Granville,
N.S.W.2142, Australia)

STT Tén thudc Hoat chit Dang bao ché S6 ding ky
2. | Fortzaar 100/25 | Losartan potassium | Vién nén bao phim | VN-16837-13
100mg;
Hydrochlorothiazide
25mg

2. Cong ty dang ky: Cong ty C6 phin BV Pharma. (d/c: Ap 2, Xa Tén Thanh Tdy-
Huyén Ci Chi-Thanh pho H6 Chi Minh, Viét Nam).

2.1. Nha sin xuidt: Cong ty C6 phan BV Pharma. (d/c: Ap 2, Xa Tan Thanh
Téy-Huyén Cti Chi-Thanh phé H6 Chi Minh, Viét Nam).

| STT Tén thuée | Hoat chit ' Dang bao ché Sb diang ky
3. | Kastrazol } Anastrozol 1 mg Vién nén bao phim | QLDB-495-15

3. Cong ty diang ky: Cong ty ¢d phan duge pham IMEXPHARM (d/c: 04- duong
30/4. Phuwong 1. 1p Cao Lénh, Tinh Pong Thap, Viet Namj,

3.1. Nha san xudt: Chi nhanh 3 - Cong ty ¢6 phin duge pham Imexpharm
tai Binh Duong (d/c: S6 22, ducng s6 2. KCN Vigt Nam-Singapore I, Phuong Hou
Phu, TP Thu Ddau Mét, tinh Binh Duwong, Vier Nam). Sin Xuat nhugng quyén:
Laboratorio internacional Argentino S A1 Dia clur Tubaie 1641 CAB.A. Republic
Argeniina).

STT!  Ténthube | Hoat chit " Dang bao ché Sb ding kv
Ll . : .. Dang g K
L4 ! Imetoxim UL 1g | Cefotaxim (dudi | Thudce bot pha uém | VD-22139-15

‘» dang Cefotaxim |
{ Cnatri) 1g




5. {Imezidim_UL lg | Ceftazidim (dudi Thudc bt pha tiém | VD-22160-15
dang Ceftazidim
pentahydrat + Natri
carbonat) 1g

4. Cong ty ding ky: Pharmix Corporation (d/c: 1304, Garak ID Tower, 99-7,
Garak-dong, Songpa-gu, Seoul, Korea).

4.1. Nha san xuit: Dai Han Pharm. Co., Ltd. (d/c: 77, Sandan-ro, Danwon-
gu, Ansan-si, Gyeonggi-do, Korea).

STT Tén thude Hoat chit Dang bao ché S6 dang ky
6. | Livpar Inj L-Omithine-L- Dung dich tiém VN-20067-16
Aspartate 5g/10ml truyen

5. Cong ty diang ky: F. Hoffmann-La Roche Ltd.. (d/c: Grenzacherstrasse 124, CH-
4070 Basel, Switzerland).

5.1. Nha san xuit: Roche S.p.A. (d@/c: Via Morelli 2, Segrate, Milan, Italy).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

7. | Xenical Orlistat 120mg Vién nang cung VN-18892-15

6. Cong ty ding ky: AstraZeneca Singapore Pte., Ltd. (d/c: 8 Wilkie Road, #06-01
Wilkie Edge, Singapore 228095, Singapore).

6.1. Nha san xut: Hospira, Inc. (@/c: 1776 N. Centennial Drive, McPherson,
KS 67460, USA). Co s& dong goi: AstraZeneca UK Limited; d/c: Silk Road Lusincss
Park, Macclesfield Cheshire SK 10 2NA, United Kingdom)

STT Tén thube Hoat chit Dang bao ché Sé ding ky
8. | Cubicin Daptomycin S00mg | Bét ddong kho pha | VN-17837-14
tiém

Danh muc gdm 02 trang 08 thude./.
_~KLLCYC TRUONG
7" PHOFOYC TRUONG
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET
CUC QUAN LY DUGC NAM Péc lap - Tu do — Hanh phic

S6: 6932 /QLD-PK Ha Néi, ngay 49 thdng 5

nam 2017

V/v cip nhét thong tin dugc ly d6i véi

S¢ Y TE THANH HOA

A 7
thuoc chira testosteron

\

Bﬁ VY
D Kinh gui: N Ngay: b S/ﬁr%“
, pgj M - S&Y té cac tinh, thanh phd truc thudc trung ucnsgwm -----------------------------
'} I Lt - Céc bénh vién, vién c6 giuvong bénh truc thudcj BOUTREES0 802 wovvenmrmmmmmanesens
E - Céc co so dang ky Iuu hanh thude tai Viét Nam.

Thang 10 ndm 2016, Co quan Quan ly Duge va Thue phdm Hoa Ky (US—
FDA) thong bao d& phé duyét viéc thay ddi nhan v& huéng dn st dung cia tit ca
cac thude ké don chira testosteron d& cung cép céc thong tin mai tir y van va bao
céo ca lam sang vé cc nguy co lién quan t6i lam dung va phu thudc testosteron
cling nhu céc hormon steroid sinh duc nam ddng hoéa (anabolic androgenic
steroid - AAS) khéc. Theo d6, testosteron va cac AAS khdc khi bj lam dung ¢
nguoi 16n va thanh thiéu nién, k& ca van dong vién va ngudi tip thé hinh ¢ mirc
lidu cao hon lidu ké& don hodc két hop v6i cac AAS khéc gy ra cic nguy co
nghiém trong trén tim mach, ndo bg, gan, tim thin va hé ndi tiét.

Trugc do, thang 3 nam 2015, US-FDA di dua ra canh bao céc thude ké
don chira testosterone chi duoc phé duyét cho nam gidi c6 ndng db testosteron
thp gay ra bdi mot sb tinh trang bénh 1y nhét dlnh Hiéu qua va do an toan cta
céc thubc nay trong didu tri cdc bénh nhan c6 ndng do testosteron thip do lic
héa, ké ca truong hqp co trigu chung 1am séang lién quan chua dugc chung minh.
US-FDA d3 yéu cdu céc nha san xudt testosteron cép nhat nhéan thudc dé lam 18
céc chi dinh d3 dugc phé duyét, ddng thoi bd sung thong tin vé tang nguy co nhdi
mau co tim va dot quy & bénh nhén sir dung testosteron.

Tlep theo Cong vin sb 2484/QLD-TT ngay 11/02/2015 cua Cuyc Quan ly
Dugc vé viéc cung cap c4c théng tin cho can bd y té vé dd an toan, hlcu qua um
céc thude chira testosteron va cdn ctr vao két luan cia Hoi dong Tu vin cip s6
dang ky luu hanh thubc - B Y té, dé dam bao muc tiéu st dung thube hop Ly, an
toan va hiéu quéa, Cuc Quan ly Duoc yéu cau:

I. Pbi véi S& Y té cae tinh, thanh phd truc thude trung wong va cdc
Bénh vién, Vién c6 giwong bénh trye thuje BO Y té:

Tlep tuc thong bao cho céc co s& kham chita bénh, cac don vi kinh doanh
dugce pham trén dia ban cic thong tin lién quan dén khuyén cdo di néu tui Cong
vin sb 2484/QLD-TT ngay 11/02/2015 cta Cuc Quan ly Dugc va angi dung
hudng dan theo Phu luc cong van nay, dong thoi tang cuong thuc hién viée theo
ddi tac dung khoéng mong mubn cua thube trong qua trinh st dung va luu hanh;




giri bdo cao ADR (néu c6) vé Trung tdm Qubc gia vé thong tin thubc va theo doi
phan tmg c6 hai cta thubc (13-15 Lé Thanh Téng, Ha Noi) hodc Trung tim khu
vuc vé théng tin thudc va theo doi phan {ng ¢6é hai ctia thube TP. H6 Chi Minh
(201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi Minh).

IL P6i voi cic co s& ding ky lwn hanh thude tai Viét Nam:

1. P6i v6i cac thude chira testosteron da dwge cAp s6 ding ky:

1.1. Trong vong 03 thang ke tir ngay ky cong vén nay, yéu cau co s& déng
ky thuoc thuc hi€n vigc cdp nhit, bé sung théng tin trong muc chi dinh, liéu
dung, cinh bdo va than trong trén nhin, to hudéng dan sir dung thuoc cac ndi
dung theo Phu lyc dinh kém c6ng vin nay.

1.2. Hinh thire cép nhét: Co sd dang ky thude thyc hién viée ty cap nhét
theo quy dmh Khoan 4 Diéu 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014
ctia B Y té quy dinh vigc ding ky thubc.

2. P6i voi cac hd so diang ky thube chira testosteron dang ch xét
duyét tai Cuc Quan ly Duge:

Cuc Quan ly Dugc chi xem xét trinh Hfi dong tu van cdp so ding ky suu
khi co s& ding ky thudc ndp tai liéu cdp nhit, bé sung ndi dung muc chi dinh,
liéu dung, canh bao va than trong theo Phu luc dinh kém cong van nay vao cac
phén c6 lién quan cua ho so va dugce tham dinh dat yéu cau.

Cuc Quan ly Dugc théng bao de cac don vi biet va thyc hién./.

Noi nhin: KT.CUC TRUONG
- Nhu trén; HO o
- BT. Nguyén Thj Kim Tién (dé b/c); ';;}gsgc TRUONG
- Ths trudng Truong Qubc Cudng (dé b/c); PR
- Cyc QLKCB, Thanh tra BYT (& phdi hop);
- Tdng Cyc Hai quan — B§ TC;
- Cuc Quan Y - BQP; Cuc Y té — BCA; Cuc Y té
Giao Théng vén tai - B GTVT;
- BHXH Viét Nam;
- Téng cong ty Dugc Viét Nam,
- Trung tdm DI & ADR Quéc gia;
- B¢ mén Dugc ly — Truong DH Y Ha N¢j;
- Cac chuyén gia thim dinh hd so dang ky thubc;
- Phong QLKDD Phong QLTTQC (dé thyc hién);
- VPC (dé dua 1én Website); TC Duqc&MP
- LuuVT, DKT.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do — Hanh phiic

PHU LUC

Céc nji dung thay déi/ bb sung d6i véi thuéc chl’ra testosteron

[D01 v6i tAt ca céc thudc chira testosteron, thong tin trén nhin thudc va to HDSD

can dugc bd sung hodc chinh sira d& phan 4nh cac théng tm dugc cung cap dudi
day]

1. Chi dinh
1 , |
- Thi€u néng sinh duc do thi€u hormon hudng sinh duc (do bam sinh
hoic méic phai): thiéu hut gonadotropin hozc hormon giai phéng
hormon tao hoang thé (LHRH), ton thuong truc tuyén yén — dudi ddi do
khéi u, chén thuong, hoic birc xa. [...]

Gidi han st dung
- Db an toan va hidu qua cua [tén ché phim] trén nam gidi bi thiéu ning
sinh duc do 150 héa (con dugc goi 13 "thiéu ning sinh duc khdi phit
mudn”) chua duogc chimg minh.

[..]

2. Liéu diing

[.-] L

Trudc khi bt dau sir dung [tén che pham], can chan dodn xdc dinh tinh trang
thidu ndng sinh duc bing cach do nong do testosteron huyét thanh vao budi séng
trong hai ngay khac nhau va két qua ndng dd testosteron do dugc déu théap hon
khoang gi4 tri binh thuong.

[...]

3. Canh bdo va than trong

[...]

Nguy co tim mach

Chua ¢6 cac thir nghiém 1am sang dai han nham danh gia dé an toan trén tim
mach cua liéu phéap thay thé testosteron trén nam gigi. Cho dén nay, cac nghién
ciru dich t& va céac thir nghiém ngiu nhién ¢6 déi chimg chua thé dua ra két luan
vé nguy co gap cac bién cd bat lgi nghiém trong trén tim mach (major adverse
cardiovascular events - MACE) nhu nhdi mau co tim khéng gdy tir vong, dot quy




khong gy tit vong va tir vong do bénh Iy tim mach c6 lién quan dén viéc sir dung
testosteron hay khdng. Mot vai nghién ciru dd ghi nhén nguy co gip MACE ting
khl su dung liéu phap thay thé testosteron trén nam giGi. Bénh nhan can duqc tu
van v& nguy co nay dé quyet dinh bt d4u hoic tiép tuc sir dung [tén ché phém].

Lam dung testosteron va gidm sdt nong dg testosteron huyet thanh

Testosteron thudng bi lam dung & mirc lidu cao hon khuyén céo cho céc chi dinh
dugc phé duyét hodc sir dung két hop véi céc hormon steroid sinh duc nam dong
héa (anabolic androgenic steroid - AAS) khac. Lam dung AAS c6 thé din dén
cic phin ing c6 hai nghiém trong trén tim mach va thén kinh.

Lam dung thudc

Lam dung thubc 14 ¢b ¥ sir dung thudc (dit chi mét lan) de dat muc dich vé tinh
than hojc thé chit ma khong nhim muc dich didu trj bénh. Lam dung hoic sk
dung sai testosteron xay ra & ca nam gidi va nit gidi, nguoi 16n va thanh thiéu
nién. Testosteron c6 thé bj lam dung & cc van ddng vién hodc ngum tap thé hinh
va thudng duge sir-dung cing vdi cac AAS khac ma khong can ké don. P4 c6
b4o cho ghi nhén tinh trang sir dung sai testosteron & bénh nhén duorc ké don
testosteron nhung sir dung lidu cao hon murc khuyen céo, bénh nhén van tiép tuc
S}I dung testosteron mic du da gip bién cb bit loi va dugc canh bao bdi can bo y
te.

Phdn ung c6 hai lién quan dén lam dung thuéc

Cac phan {mg c6 hai nghiém trong da duogc ghi nhén & nguoi lam dung AAS bao
gom ngimg tim, nhdi mau co tim, bénh co t1m phi -dai, suy tim sung huyét, tai
blen mach mau ndo, nhiém ddc gan va cac rbi loan tim than nghiém trong nhu
trAm cam nang, hung cam, hoang tuong paranoia, loan thin, hoang tudng, 4o
giac, thai do chéng dbi, gay han.

Céc phan img c6 hai d8 dugc ghi nhan & nam glO’l bao gdm: con thiéu méau cuc bd
thoang qua, co giit, hung cam nhe, kich thich, roi loan lipid mau, teo tinh hoan,
chim sinh hoac v sinh.

Céc phan ung c6 hai khac dd dugc ghi nhan ¢ nit giéi bao gom chimg ram 1ong,
nam héa, trAm glong néi, phi dai 4m vat, teo v, hoi dau kiéu nam giéi, kmh
nguyét khong déu.

Céc phan tmg cb hai d& duoc ghi nhin & thanh thiéu nién (ca nam va nf) bao-

gom: cbt héa ddu sun sém gy ngimg phat trién, day thi sém.

Phu thuée thudc

Thudng xuyén lam dung testosteron va cac steroid ddng hoa khac dan dén phu
thudc thudc thuong ¢6 cdc hanh vi déc trung sau:

» Sir dung lidu cao hon liéu duogc ké don

« Tiép tuc sir dung thubc mic du viée sir dung thudc gdy ra cac van dé vé y té va
x4 hdi.

« Tén nhiéu thdi gian dé cé dugc thude khi ngudn cung tmg thude bi gidn doan.




» Uu tién viée str dung thude hon céc cong viée khéc.
* Gép kho khén trong v1ec ngimg st dung thudc mic dit c6 mong mudn va cb
gang thuc hién.
« Gap tridu chimg cai thubc khi ngimg sir dung thudc dot ngét.
Phu thudc vé thé chit duoc dic trung bai céc tridu ching cai sau khi nglimg ding
thudc dot ngdt hodc giam lidu dang ké. Ngudi st dung testosteron cao hon liéu
dleu trj c6 thé gap tridu chung cai thubc kéo dai trong vai tudn hozc vai thang bao
gom tam trang chan nén, traim cam nang, mét moi, them thudc, bdn chén, kich
dong, chan n, mét ng, giam ham mudn tinh duc va thidu nang sinh duc do thiéu
hormon hudng sinh duc. ‘
Chua ghi nhan céc trudng hop phu thude thude khi sir dung testosteron véi liéu
va chi dinh dugc phé duyét.
Néu nghi ngo c6 lam dung testosteron, cAn kiém tra ndng d6 testosteron huyét
thanh d& dam bao ndng d6 cta thubc nim trong pham vi didu tri. Tuy nhién, ndng
do testosteron ¢6 thé nim trong hodc thip hon mirc binh thudng & bénh nhan lam
dung céc din chit testosteron tdng hop. Bac si can tr van bénh nhan luu y cic
phan mg c6 hai nghiém trong lién quan dn lam dung testosteron va cac AAS.
Nguoc lai, can can nhic kha ning lam dung testosteron va cac AAS trén bénh
nhan gip bién ¢ ¢6 hai nghiém trong trén tim mach hodc tdm than.
[...]
J.




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1ap - Tw do - Hanh phiic
Sé: 14436 /QLD-CL Ha N§i, ngay yq thdng & nam 2017
V/v thudc gia Prednisolon 5 mg

o, 5O Y TE THANH HOA
< L Kinh giri: ~ S& 'Y té cac tinh, thanh phd truc thudc Trung (rong «~85: ... 6L ...

~  Cuyc Quan ly Dugc nhén dugc Cong vin sb 280/VKN’ITW KH d@J% 55‘)/ Sd 2
/L 1.27/4/2017 cha Vién Kiém nghiém thudc Trung wong bao céo két q
" lugng thudc kém theo phiéu kidm nghiém sé 47GT26 ngay 26/4
mang tén Prednisolone BPF (prednisolone 5mg), trén nhan lo
M162889, ngay SX: 01/2015, HD: 0172018 va ghi tén Cong ty RotexMedlca
GMBH Tritau — Germany, khong ghi s6 ding ky. MAu thuoc do Trung tim kiém
nghiém thuoc, m§ phém, thuc phim Thira Thién Hué 14y miu tai Nha thubc Chi
Uy (40 Nguyen Phic Nguyén, thanh pho Hué). Thubc khéng dat tidu chuin chét
lugng vé chi tiéu dinh tinh. Cin ¢t hd so, tai lidu tai Cuc Quan 1y Dugc, Cuc Quan
Iy Dugc ¢6 y kién nhu sau:

1. Thubc Prednisolone BPF (prednisolone 5mg) trén nhin mao tén thudc
“PREDNISOLON BPF” va tén céng ty “ROTEXMEDICA GMBH TRITAU - |
GERMANY” 14 thubc gia, khong dugc cap phép lIuu hanh tai Viét Nam, khong dugc |
phép luu hanh str dung. |

2. P& dam bao an toan cho ngudi st dung, d& nghi: ‘

2.1. S& Y té c4c tinh, thanh phé truc thudc Trung wong, Y té cac nganh:

- Théng béo cho céc co s& kinh doanh, str dung thudc khong duge budn bén,
str dung thudc gia Prednisolone BPF (predmsolone 5mg) néu trén.

- Phéi hop véi cac co quan truyén théng théng tin t&i cac co s& budn ban, sir
dung thude va ngudi dan biét dé khong budn ban, sir dung thubc Prednisolon BPF
"gia c6 céc dAu higu nhan biét nhu trén;

- T4 chirc tlep nhén thong tin béo cdo clia cac co s& san xuét, kinh doanh,
nguol s dung; phéi hop V4l cac co quan chic ning kiém tra x4c minh, truy tim
ngudn gdc xuit xir clia thudc gia néu trén; xir ly céc td chirc, cé nhén vi pham theo
quy dinh hién hanh;

- Béo céo két qua v& Cuc Quan ly Dugc va co quan lién quan.

22.8¢Y te Thira Thién Hue xem xét chuyén hd so vu viée trén dén co quan
c6 thim quyén dé truy tim ngudn gbc thube gia.

Cuc Quéan ly Dugc thong bao dé céc don vi biét va thuc hién./.-

Noi nhin: KT. CyC TRU'O'N G
- Nhur trén, REL
- Thi truong Truong Québc Cudng (de b/c); 2
- VKN thudc TW, VKN thuéc Tp. B8 Chi Mink;
-BCD 389 TW;
-Cyuc Quin Y - B§ qudc phong;
-CucY te B§ Cong an;
- Cuc Y té Giao théng vén tai - B GTVT;
- Website Cuc QLD; c4c phong: Thanh tra Dugec MP,
QLKD duge - Cuc QLD;
" - Luu: VT, CL (HD).




// BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc lap - Tu do - Hanh phiic
Sé: /QLD- v
6: 3§33 QLD-CL Ha Ngi, ngay ¢ ¢ thdng 4 17’2(113 ‘{U%’h T ANH HOA

V/v dinh chi luu hanh thube
khong dat tiéu chun chit lugng

Kinh guri:

67 CAZ - S8'Y té cac tinh, thanh phé truc thude Trus

r;sEL

\LV

$HIHE

T FR-— SZ/ .........
o

‘?. ..................................

o zg/aﬁ'
Pa Ly rart .

—7

- Cbng ty TNHH Duoc phini USA-NIC.

- Cin clr vao céc qui ché duge hién hanh ctia Viét Nam.

- Cin cr Cong vin sb 249/VKNT-KHTH ngay 15/05/2017 cua Vién Kiém
nghiém thugc Tp.-HO Chi Minh giri kém phiéu kiém nghiém sé 0027/VKN-
KT2017 ngay 15/05/2017 vé thubc vién nang Cobxid - 200 Nic (Celexoxib
200mg), S6 16: 611049, HD: 23/11/2019, SPK: VD-22650-15 do Cong ty
TNHH Dugc phdm USA-NIC san xudt. Mau thubc do Vién Kiém nghicia

Tp.H6 Chi Minh ldy tai Gian 01, Quiy 01 - Céng ty TNHH duce .
Codupha (S6 334 Td Hién Thanh, Phuong 14, Quan 10, Tp. HO Chi i,
Thudc khéng dat tiéu chuén chét lugng vé chi tiéu do hoa tan.

Cuc Quan ly Dugc thong bao:

I.Pinh chi lvu hanh toan quéc thudc vién nang Cobxid - 200 Nic
(Celexoxib 200mg), S4 16: 611049, HD: 23/11/2019, SPK: VD-22650-15 1
Céng ty TNHH Dugc phim USA-NIC san xuét.

2. Cong ty TNHH Dugc phdm USA-NIC phéi hop véi nhd phan bl
phai:

+ Trong thoi gian 05 ngay, giri théng bdo thu héi téi céc co s& ban budn, ban
l&, st dung thudc vién nang Cobxid - 200 Nic (Celexoxib 200mg), S5 1 6
611049, HD: 23/11/2019, SBK: VD-22650-15 do Coéng ty TNHH Duc¢c phiin
USA-NIC san xuat va tién hanh thu hdi toan bé 16 thude khéng dat ity :g‘;u;"ﬁ:’x
chit luong néu trén.

+ Gui bao cdo thu hdi v& Cuc Quan 1y Duoc trong vong 01 thé:a ol o
ky cong vin nay, hd so thu hdi bao gom sé luong san xudt, s6 lugng pidi padi,
ngay san xut, sb lugng thu hoi, cac bing chu’ng vé viéc thuc hién thu hoi tai céc
co s& ban budn, ban 18, st dung di mua thubc theo quy dinh tai Théng tu so
09/2010/TT-BYT ngay 28/04/2010 cua B Y té hudng dan viée quin ly chat
hrong thude.

3. 86 Y té cdc tinh thanh phé truc thuge Trung wong, Y té cac noich o
bao cho cac co s¢ kinh doanh, st dung thude thu hodi 16 thude klhde <o
luong néu trén, kiém tra va giam sat cac don vi thuc hién thong bdo nay: o i




nhitng don vi vi pham theo quy dinh hién hanh; bdo cdo vé Cuc Quan ly Dugc
va cac co quan churc nang c6 lién quan.
4.80 Y té Tp. H6 Chi Minh kiém tra va gidm sat Céng ty TNHI Duge
pham USA-NIC thuc hién viéce thu hoi va xir ly thude bi thu hoi theo quy <ini.
Cuc Quan ly Duogc théng bao dé cac don vi biét va thuc hién /.

Ndihnhén: KT. CUC TRUONG

- Nhu trén; . OV N

- TT Truong Qudc Cudng (dé b/c); Y § UC TRUONG

- VKN thuéc TU, VKN thude Tp. HCM;

- Cuc Quén Y - Bb quée phong ;

- CucYt8:Bd Cong an;

- Cuc Y€ GTVT-B6 GTVT;

- Céc phong DKT, QLKDD, Thanh tra Duge-MP, QLTT-QC
Cuc QLD;

- Gian 01, Qudy 01 - C6ng ty TNHH dugc phdm Coduphar (Sé
334 T5 Hién Thanh, Phudng 14, Quan 10, Tp. H5 Chi Minh)
(dée thye hién);

- Luu: VT, CL (PT).
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C QUAN LY DUQC Doc ldp - Ty do - Hanh phuc
Sé: 3932 /QLD-CL Ha Néi, ngay p5 thang ¢ ndm 2017
V/v dinh chi luu hanh thuc

khong dat tiéu chudn chit lugng

53 Y TE THANH HO/

Kinh giri: BEV 5
.- S&Y té céc tinh, thanh pho tryc thuge Trung|uong; “‘*éf‘ly
- Céng ty c0 phan dugc phdm OPV, Chuyén: ..........

2z

-. Cin cir vao cac:qui ché duge hién hanh cta ViéthNam.
- Cin cir Céng van s6 333/VKNTTW-KH ngdy 24/05/2017 cua Vién Kiém
nghiém thuoc Trung uong gii kém phiéu kiém nghiém sé 47L 261 ngay
23/05/2017 vé thubc Vién nén Opetrypsin 4200USP (Chymotrypsin 4200 don vi
USP), Sb 16: 080716; NSX: 21/07/2016; HD: 21/07/2018, SBK: VD-21682-14

do Cong ty ¢b phin duoc phim OPV san xuét. Mau thudc do Vién Kiém no}m m

thubc Trung uong lay tai Cong ty Cb phan Duoc pham DGC (Quay 403, tw 1.
Trung tAm phan phéi Dugc phdm va Trang thiét bi y té Hapu Medicenter, 0
Nguyén Huy Tudng, Thanh Xuén, Ha Noi). Thubc khéng dat tiéu chum Chii
luong vé chi tiéu Pinh lugng.

Cuc Quan ly Dugc théng béo:

1. Pinh chi luu hanh todn quéc thudc Vién nén Opetrypsin 4200USP
(Chymotrypsin 4200 don vi USP), S& 16: 080716; NSX: 21/07/2016; HD:
21/07/2018, SDK: VD-21682-14 do Cong ty ¢b phin dwoc phdm OPV san vuil.

2. Cong ty ¢d phan dugc phdm OPV phéi hop véi nha phan phéi diudc,

+ Trong thoi glan 05 ngay, gl thong bao thu héi t6i cac co sd ban buds, Li
1€, sur dung thudc Vién nén Opetrypsin 4200USP (Chymotrypsin 4200 don vi
USP), S6 16: 080716; NSX: 21/07/2016; HD: 21/07/2018, SPK: VD-21682-14
do Céng ty cb phin dugc phdm OPV san xuat va tién hanh thu héi toan bo 16
thubc khong dat tiéu chudn chét lwong néu trén.

+ G bdo céo thu hdi vé& Cuc Quan Iy Dugc trong vong 01 thang k& i
ky Cong van nay, hd so thu hdi bao gérn s6 luong san xudt, sb lugng phiin 0
ngay san xuét, sb lugng thu hdi, céc bﬁng chung vé viéc thuc hién thu hoi wi cie
co sO ban budn, ban 1¢, str dung di mua thudc theo quy dinh tai Thong tu sO
09/2010/TT-BYT ngay 28/04/2010 ciia BO Y té hudng din vige quan ly chat
luong thude.

3. 84 Y té cac tinh thanh phd truc thudc Trung wong, Y té cdc nganh thong
bao cho cac co s& kinh doanh, sir dung thudc thu hoi 16 thube }\hunf dar elid
lugng néu trén, kiém tra va giam sat cac don vi thuc hién thong bdo i o -




nhimg don vi vi pham theo quy dinh hién hanh; bdo céo vé Cuc Quan 1y Duge
va céc co quan chirc ndng co lién quan.
4.S&Y té Ha Noi, So Y té Béng Nai kiém tra va gidm sat Cong ty cd phan
duoc phidm OPV thuc hién viéc thu hdi va xir Iy thube bi thu hdi theo quv <inh.
Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién /.

Noi nhin: KT. CUC TRUONG

- Nhur trén;
- TT Truong Quéc Cudng (dé blc); ) CUC TRUONG

- VKN thube TU, VKN thubc Tp. HCM;

' - Cuc Quén Y — B§ quéc phong ;

- Cuc Yt -Bb Cong an;

- Cuc Yt GTVT - B6 GTVT;

- Céc phong PKT, QLKDD, Thanh tra Dugc-MP, QLTT-QCT —4
Cye QLD; %, O

- Cong ty Cb phén Duorc phdm DGC (Quay 403, ting 4, Trung tam et g ) gﬁ’?en ‘Tht watl
phén ph01 Dugc phim va Trang thiét bj y té Hapu Medicenter, )
1 Nguyén Huy Tudng, Thanh Xuén, Ha Nbi) (dé thyc hién);

- Luu: VT, CL (HP).




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

(ﬁ ¢ “ &‘y CUCQUANLYDUQC ~ Pbpelap - T do - Hanh phiic
\ )/V Sé: 924 /QP-QLD  HaNgi, ngay 44 thdng & nim 2017
 QUYET PINH SO Y TE THANH HOA
vé viécwthu hdi s6 tiép nhin Phiéu cong bb san phim m§ f&ms G St 7%
.60 Uc TRU(ING CUC QUAN LY DUGC Ngdy: 4. T/ Ao
% g ca‘n ctt Nghi dinh so 636/2012/ND -CP ngay 31/8/2012 cta Chml-FBHﬁé&ﬁy'ﬁinh --------------------
chirc ning, ihiém v, quyen han va co chu td chic cia B Y t; Luu ho 50 §6: ...

@67{4 lew NQO Cin cir-Quyét dinh s 3‘861/QD-BYT ngay 30/9/2013 ciua B truéng BO Y te vé

e

¢ quy dinh chic nang, nhiém vy, quyén han va co cau to chirc ctia Cuc Quan ly
Dugc thuoc B6 Y t&; "

Can cir Thong tu s6.06/201 I/IT -BYT ngay 25/01/2011 ciia B6 Y té quy dinh vé
quan Iy m¥y pham,
Theo d& nghj ctia Cong ty TNHH DKSH Vigt Nam tai van thu sé 1-5/2017-

MERZ d& ngay 25/5/2017 vé viéc thu hdi tir nguyén sb tiép nhan Phiéu cong b sin
phim m§ pham;

Xét d& nghj ciia Truéng Phong Quén 1y M phim - Cuc Quan 1y Dugec,
~ QUYET DINH:
Piéu 1. Thu hdi 07 sb tiép nhan Phiéu cong bb san pham m¥ phim &3 dugc Cuc
Quan 1y Dugc cap cho Céng ty TNHH DKSH Viét Nam, cu thé nhu sau:

. Sb tiép nhén Phiéu cdng bd )
Stt Tén san phim ' sin phdm my pham Ngay cap
1 | Mederma creme _ 102024/14/CBMP-QLD 22/10/2014
2 | Mederma gel 112525/15/CBMP-QLD 16/6/2015

3 | Merz spezial cream mousse collagen 112526/15/CBMP-QLD 16/6/2015

4 | Merz spezial cream mousse hyaluron | 112527/15/CBMP-QLD 16/6/2015

5 | Mederma PM overnight cream 116832/15/CBMP-QLD 14/10/2015
6 | Mederma intense gel - | 116831/15/CBMP-QLD | 14/10/2015
7 |Medermakids - 116830/15/CBMP-QLD | 14/10/2015

Céc san phdm m§ phim trén do Cong ty TNHH DKSH Viét Nam (Dia chi: $6 23
Pai 16 Poc Lap, Khu Cong nghiép Viét Nam - Singapore, thi xd Thudn An, tinh Binh
Duong) nhép khdu va chju trach nhiém dura san phim ra thj trudong.

Ly do thu hdi: Cong ty d& nghj thu hdi trr nguyén do khéng c6 nhu cau tiép tuc

+ kinh doanh cac san phdm m§ phim trén tai Viét Nam.




Diéu 2. Quyét dinh ndy c6 hiéu Iyc ké tir ngay ky ban hanh,
Piéu 3. Gidm dbc Cong ty TNHH DKSH Viét Nam, Giam d6c S& Y té céac tinh,
thanh phé truc thudc Trung wong chiu tréch nhiém thi hanh Quyét dinh nay./.

Nﬁf; nhgn: KT. CUC TRUONG

- Nhu bieu 3; ) A >
- B tredng Nguyén Thj Kim Tién (€ b/céo); PHO C TRUONG ’

- Thir truémg Treong Quéc Cudng (48 b/co); '
- Tdng cuc Hai quan-B$ Tai chinh;

- Tap chi Dugc va M§ phim-Cyc QLD;

- Trang TTDT Cuc QLD;

-Lwu: VT, TTr, MP.
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Kinh gir: Megay: .22

% - -'Co s& Pong dugc Vinh An. . 50

N DAF

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc Iap - Tw do - Hanh phiic
S6:  ggso /QLD-CL Ha Ngi, ngay ;9 thdng £ ndm 2017
V/v dinh chi hru hanh thudc > : —
. SCYT HAN A
khong dat tidu chudn chit luong _ - ET H HO:

-S&'Y té céc tinh, thanh ph truc thude Trungrangn: ...

- Can cif vao céc qui ché dugc hién hanh cla Viét Nam.
- Can ctr Cong van sé 384/VKNTTW-KH ngay 09/6/2017 cta Vién Kiém
nghiém thudc Trung uong giri kém phiéu kiém nghiém sé 471301 vé Thubc bot

Y Hu—/yi viém tan - V.A, S6 16: 28301216 HD: 30/12/2018, SDK: V47-H12-16 do Co
CLAW 2 ? sé Pong duoc Vinh An (Yén Vinh - Kim Chung - Hoai Birc - Ha No61) san Xuét.

e, Kew g ¢

M3au thubc do Vién Kiém nghiém thubc Trung wong 13y tai Céng ty TNHH Linh
Chi (Qudy 304, ting 3, Trung tdm phén phbi Dugc phdm va Trang thiét bj y té

(/%"77'/ __Hapu Medicenter, s6 1 Nguyén Huy Tuéng, Thanh Xuén, Ha Noi). Thudc

khong dat tiéu chuén chét Iwgng v& chi tiéu dinh tinh tam that va gi6i han nhiém
khudn.

Cuc Quan 1y Dugc thong béo:

1. Dinh chi Iuu hanh toan quéc Thudc bot. Vi viém tén - V.A, S 1é:
28301216 HD: 30/12/2018, SPK: V47-H12-16 do Co sé Pong duge Vinh An
sén Xuat, ’

2. Co s& Déng duge Vinh An phéi hop v6i nha phéan phdi thude, phai:

+ Trong thoi gian 05 ngay, gui thong béo thu hdi téi cic co s& ban budn, ban
1¢, str dung Thudc bdt Thude bot Vi viérh tan - V.A, Sé 16: 28301216 HD:
30/12/2018, SDK: V47-H12-16 do Co s0 Pdéng duge Vinh An san xudt va tién
hanh thu hdi toan bé 16 thudc khong dat tiéu chudn chét lwgng néu trén.

+ G béo céo thu hdi v& Cuc Quan Iy Dugc trong vong 01 thang ké tir ngay
ky Cong van ndy, hd so thu hdi bao gdm s6 luong san xuét, s6 lugng phén phdi,
ngay san xudt, sé luong thu hdi, cac bing ching vé viéc thyuc hién thu hdi tai cac
co s& ban budn, ban 1&, sir dung da mua thudc theo quy dinh tai Thong tu s&
09/2010/TT-BYT ngay 28/04/2010 cia B Y té huéng din viéc quan ly chit
luong thude.

3. S0 Y té céc tinh thanh phd truc thuée Trung wong, Y té cdc nganh théng
bao cho c4c co s& kinh doanh, st dung thudce thu héi 16 thudc khong dat chit
luong néu trén, kiém tra va gidm sat cac don vi thuc hién théng béo nay; xir ly




nhimg don vi vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan Iy Duge
va céc co quan chirc nang c6 lién quan.

4.86Y té Ha Noi ki{ém tra va gidm sat Co s& Péng duge Vinh An thuc hién
viéc thu hdi va xir ly thude bj thu hdi theo quy dinh.

Cuc Quén 1y Dugc thong bio dé cac don vi biét va thue hién /.

Noi nhgn: KT CUC TRUONG
- Nhu trén; PHC) CUC TRUONG

- TT Truong Quéc Cudng (dé b/c);

VKN thuéc TU, VKN thuée Tp. HCM;

- Cuc Quin Y — Bo quéc phong ;

- Cuc Y té — B6 Cong an;

- Cuc Y t¢ GTVT —~B§ GTVT;

- Cac phong DKT, QLKDD, Thanh tra Dugc-MP, QLTT-QCT
Cuc QLD;

- Céng ty TNHH Linh Chi (Quay 304, tang 3, Trung tdm phan

ph01 Dugc pham va Trang thiét bj y té Hapu Medlcenter sO 1

Nguyén Huy Tudng, Thanh Xusn, Ha N6i) (d& thyc hién);

Luu: VT, CL (HD).




BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic ldp - Tw do - Hanh phuc
sé: 0411 /QLD-MP Ha Ngi, ngay ¢ thdng ( ndm 2017
V/v dinh chi luu hanh va
thu hdi m§ phim

SO Y TE THANH HOA
Kinh giri:

i ), .- S& Y té c4c tinh, thanh phé tryc thude Trung won DEN $6: v SR
&/ - Cong ty TNHH JBP Vietnam Ngay: Zﬁ/é/;%
/ (Dia chi: S6 121B dudng b song Quan Hoa, phirong QUGB ... v

_ quén Cau Gidy, thanh phé Ha N6i)

Uq
v

Lt ho SO S67 veererervsennnn,

Cén cr Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy dinh
v& quén Iy m§ pham,; N

L

%»C ,/l?" Can cr k& qua kiém tra hau mai ngdy 30/3/2017 tai Céng ty TNHH JBP
Vigtnam,
L

197
W £ \/2”@ Cuc Quan ly Duogc théng béo:

m ALow ¥ + 1. Dinh chi luu hanh, thu hdi trén toan qudc 03 san phém my pham do Céng
/ﬁff ty TNHH JBP Vietnam nhép khéu va chiu trdch nhiém dua san phéam ra thj truong,

//guhfznhu sau:

Tén san pham ghi trén Phxeu S4 tiép nhan Phiéu cong bd N
T céng bozan phgilm my phdm sai phaam my pha.mg Negdy cap
1 | GHC Brightening Soap 55733/12/CBMP-QLD 12/6/2012
2 | GHC Repairing Cream 55737/12/CBMP-QLD 12/6/2012
3 | GHC Essence 55739/12/CBMP-QLD 12/6/2012

Ly do thu hdi: My phém san xuét va luu thdong-cd cong thirc sén phdm ghi trén
nhén khong ding nhu ho so d& cong bo.

2. Cong ty TNHH JBP Vietnam phéi:

- Giti théng bao thu hdi téi nhing noi phan phéi, sir dung céc san phim néu
trén. Tién hanh thu hdi toan bé céc 16 my phdm khong ddp ing quy dinh.

- Giri béo cao thu hdi céc san phém trén vé Cuc Quan 1y Dugc trudc ngly
15/7/2017.

3.86'Y té thanh phd Ha Noi kiém tra, gidm sét vige thu hdi cdc m§ phdm néu
trén ctia Cong ty TNHH JBP Vietnam, bao céo két quéa vé Cuc Quén ly Dugc.

4. 84 Y té céc tinh, thanh phd truc thudc Trung vong théng bao cho céc co s&
kinh doanh, str dung m§ phdm trén dia ban tién hanh thu hdi c4c san phim m§ phim
néu trén; kiém tra, gidm sat cac don vi thyc hién théng bao nay./.

Noi nhgn: KT. CUC TRUONG

- Nhu trén;

- Thir truéong Truong Qubc Cudng (dé b/c);
- Tap chi Dugc va My phdm - Cuc QLD;

- Trang TTDT Cuc QLD;

- Luu: VT, TTr, MP.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC boc lap - Ty do - Hanh phiic
S6: §424/QLD-MP
_ V/v dinh chi luu hanh va Ha Nogi, ngay 05 'thang F-ndm 2017

thu hdi m§ phdm

plrd
/% W % Kinh gii:

|SOY TE THANH HG

Knr 86: .. 822
- S&'Y 1€ c4c tinh, thanh phé truc thudc Trung vong: DEN N
Pr ] - . BaY: TPl
ok (( X, . H’M f - Céng ty TNHH Sputnik Viét Nam Chuyén; ...
rf’ . d (Dia chi: s6 10 Lirong Dinh Cia, khu phé 3, phiong Binh Khdnh, qudn 2, T L]ﬁ"ﬁ (;lo /s\/fo{rghg ......................
7“ Can ct Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 clia Bo Y t€ quy dinh
i A< vé quéan Iy my pham
5h T Can ctt két qua kiém tra hau mai ngay 26/5/2017 dbi véi Cong ty TNHH
S Sputnik Viét Nam;
/Zﬂ Cuc Quan 1y Dugc thong bio:
! 1. Pinh chi luu hanh, thu hdi trén toan qubc 05 san pham m¥ phdm sau:
S6 tiép nhan Phiéu
A 2 cdng b san pham “ & Tén, dia chi Cong ty
STT | Tén san pham m§ phim do ’ Ngay cép <A xuat
Cuc Quan ly Dugc cdp
IQ Cosmetic Laboratory
{ | Cream for legs 9045/16/ CBMP - (Pia chi: 15
. _ 17/05/2016 "
varikosette QLD Bashilovskaya Str.,
Moscow, Russian,
. 127287. Manufactured:
Bust care ' -
2 | ° | 9048/ 16£%BMP 17/05/2016 Property 39,
cream upsize Q Armeyskaya Street,
village Koryakovo,
. | Warming body 9047/16/ CBMP - Borovsky District,
) balm flekosteel QLD 17/05/2016 Kaluga Rg:glon, Russia,
249020, Lién bang Nga)
Clever company,
Limited Liability
Revitalin Company (Dia chi:
evitalizing Voronovskoye
4 cream hendel’s 111872/15/ CBMP - 18/09/2015 | Settlement, near LMS
QLD
garden rural settlement,
Moscow, Russian
Federation 142160,
Lién bang Nga)




Russkaya Cosmetika
(Dia chi: Building 53,

Psorilax 29565/17/ CBMP - 13/03/2017 Vokzalnaya str.,

QLD R Odintsovo, Moscow
region Russia, 143005,

Lién bang Nga)

- Tén, dia chi Céng ty chiu trach nhi¢m dua san pham ra thi truong 7 Céng ty
TNHH Sputnik Viét Nam (Dia chi: s6 10 Luong Dinh Cua, khu phé 3, phuong
' Binh Khénh, quén 2, thanh phd Hd Chi Minh). P

Ly do dinh chi lru hanh, thu hdi: My pham liru hanh c6 thanh phin céng
thirc ghi trén nhan khdng ding nhu hd so di cong bd; tinh néng, cong dung cua san
phim ghi trén nhin khong dung véi ndi dung da ké khai trong hd so cong bb.

2. Cdéng ty TNHH SputnikViét Nam phai:

- Giri thong bdo thu héi t6i nhitng noi phan phdi, sir dung san phdm néu trén.
Tién hanh thu héi toan bd cic 16 m§ phdm khong dap tmg quy dinh.

- Glii bo céo thu hdi cdc san pham trén v& Cuc Quan Iy Duoc trude ngdy
15/07/2017.

3.86'Y té Tp. H6 Chi Minh kiém tra, gidm sat viéc thu hdi cdc my phim néu
trén cua Cong ty TNHH Sputnik Viét Nam, bado cdo két qua vé Cuc Quan ly Dugc.

4. S& Y té cac tinh, thanh phd truc thudc Trung wong thong béo cho cac co
s& kinh doanh, sir dung m¥$ phdm trén dia ban ti€n hanh thu hoi cdc sdn pham m¥y
pham néu trén; ki€ém tra, gidm sat cac don vi thuc hién théng bdo nay./.

KT. CUC TRUONG

Noi nhdn: PHO CcycC TRUONG
- Nhur trén;

- TT. Truong Quéc Cudng (dé bic);

- Tap chi Dugc va M§ pham-Cuc QLD;
- Trang TTPT Cuc QLD;

- Luu: VT, TTr, MP (Q).
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