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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
S6: 4026 /QLD-CL Ha Néi, ngay 18 thdng 12 nam 2024

V/v ki€m tra viéc luu hanh sdn pham
gia cd tén Vién nang cing Yuan Bone

Kinh giri: S& Y té cac tinh, thanh phd tryc thudc Trung vong

Cuc Quan ly Dugc nhan dugc van thu s6 166/CV-TTKN dé ngay
10/12/2024 cia Trung tim Kiém nghiém tinh Binh Duong bo cdo vé mau san
pham vién nang cimg Yuan Bone, cu thé:

- Tén mau: Vién nang cirng Yuan Bone

- Sb dang ky: Khong c6

-S616: Khong c6  Ngay san xuat: 01/09/2024  Han dung: 01/09/2029

- Noi san xut: Yuanyan (TW) Pharmaceutical. Co.Ltd

- bia chi noi san xuat: Khong c6

- Co so phan phdi: Yuan Don medical SDN. BHD. Dia chi: 66 Jalan
Inderapura, 50450, Kuala Lampur, Selangor D.E., Malaysia.

- MAu san pham dugc Trung tim Kiém nghiém tinh Binh Duong lay tai
Phong kham chuyén khoa Y hoc ¢6 truyén Thién Phiic Puong va kiém tra phat
hién ¢ chira tan dugc Paracetamol va Diclofenac natri khong ¢ trong thanh phan
cong thirc ghi trén nhan san pham.

Theo thong tin tra ciru trén dich vu cong tai trang web
https://dichvucong.dav.gov.vn/congbothuoc/index ngay 17/12/2024, Cuc Quan 1y
Duoc chua cép gidy dang ky luu hanh (GBDKLH) cho san pham c6 tén nhu trén
va/hodc co sé san xuat co tén Yuanyan (TW) Pharmaceutical. Co.Ltd chua c6
thubc duoc cadp GPKLH tai Viét Nam.

bé dam bao hi€u qua diéu tri, an toan va suc khde cho nguodi str dung, Cuc
Quan 1y Dugc dé nghi:

1. Dbi v6i S¢ Y té Binh Duong: Dé nghi khan truong phdi hop véi cac co
quan chiic ning lién quan tién hanh thanh tra, kiém tra hoat dong kinh doanh
thude, xir Iy nghiém cac t6 chirc, ca nhan vi pham theo quy dinh (néu c6). Bao cdo
két qua vé Cuc Quan 1y Duoc va cac co quan chirc ning c6 lién quan ngay khi co
két qua.

2. B6i voi S6'Y té cac tinh, thanh phd truc thudc Trung wong:

- Thong bao cho cac co sé kinh doanh, sir dung thudc.

- Kiém tra va giam sat cac don vi thuc hién théng bao nay; xt 1y nhitng don
vi vi pham theo quy dinh hi€n hanh.

- Phdi hop véi cac co quan chirc nang lién quan ting cuong kiém tra, gidm
sat xac minh ngudn gbc hoa don chimg tir mua ban san pham trén, kip thoi phat
hién viéc san xuét, budn ban va sir dung san phém vi pham néu trén.



- Béo céo két qua kiém tra, thanh tra vé Cuc Quan ly Dugc va céc co quan
chtrc nang co lién quan.

- Tiép tuc trién khai thuc hién nghiém Chi thi 17/CT-TTg ngay 19/6/2018
ciia Thi tuéng Chinh phu vé ting cuong du tranh chong budn lau, gian lan
thuong mai, san xuat, kinh doanh hang gia, hang kém chat luong thudc nhom hang
duoc phém, my phém, thuc phém chiic nang, dugc liéu va vi thube y hoc cd
truyén; Thuc hién nghiém cac chi dao tai Coéng van sé 7173/BYT-QLD ngély
12/12/2022 cua B Y té vé viéc ting cudng quan ly, kiém tra chét luong thude,
dau tranh chéng thude gia, thudc khong 16 ngudn gde xuat xu.

- Phdi hop véi cac co quan truyén thong, thdng tin tdi cac co s kinh doanh,
str dung thude va ngudi dan vé san pham vi pham néu trén va chi mua/ban thude
tai cac co s¢ kinh doanh dugc hop phap; khf)ng mua/ban thude khéng r& ngudn
gbc; kip thoi thong bao céac dau hleu nghi ngo vé€ hoat dong san xuat, kinh doanh
thudc gia, thuéc khong rd ngudn gdc tdi co quan y té va co quan co chirc ning
lién quan tai dia phuong.

(Xin giri kem Van thie s6 166/CV-TTKN dé ngay 10/12/2024 ciia Trung tém
Kiém nghiém tinh Binh Dwong.)
Cuc Quan Iy Dugc thong bao dé cac don vi biét va thuc hién./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; o A

- CT. Vii Tuén Cuong (de b/c); ' PH(?CUC TRUONG
- Thanh tra Bo Y té (de p/h);

- Cuc An toan thyc pham (dé p/h);
- Cuc Quan 1y Y dugc cb truyén (dé p/h);
- Cac phong: KDD, BKT - Cuc QLD;
- Website Cuc QLD; /
- Luu: VT, CL (QN). ~ s

~T'a Manh Hung



M3 sé: HS/TT-ST-03.BM03

SO Y TE TINH BINH DUONG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Pic 1ap — Ty do - Hanh phic
S6: /£ £ ICV-TTKN Binh Dwong, ngay AQ thdng A9 _nam 2024

V/v thong bao miu thude
Vién nang cirmg YUAN BONE c6 chira
tan dugc Paracetamol va Diclofenac natri
khéng c6 trong thanh phén cong thirc

Kinh gui:
- Cuc Quén ly Dugc,
- S&Y té tinh Binh Duong.

Ngay 04/12/2024, Trung tam Kiém nghiém tinh Binh Duong da phdi hop véi Thanh
tra S& Y t& Binh Duong di kiém tra cdc co s¢ hanh nghé Y, Duoc tu nhan trén dia ban tinh
va Trung tam cd liy 01 mAu thubc dé kiém tra chét lugng. Sau khi phan tich mau tai phong
thi nghiém, Trung tdm phat hién mau thudc ¢ chira tan dugc Paracetamol va Diclofenac
natri khong c6 trong thanh phan cong thirc.

Thong tin mAu nhu sau:

- Tén miu: Vién nang cirng YUAN BONE
- Sbdangky:  Khong co
- Sélo: Khong Ngay san xuét: 01/09/2024

- Han ding: 01/09/2029
- Noi san xudt: YUANYAN (TW) PHARMACEUTICAL. CO. LTD.
- Dia chi noi SX: Khéng ¢
- Co so phan phéi: YUAN DON MEDICAL SDN. BHD. - 66 Jalan Inderapura,
50450, Kuala Lampur, Selangor D.E., Malaysia.
- Noi 4y miu: Phong khim chuyén khoa Y hoc cb truyén Thién Phuc Dudng.
Dia chi: Chg Pdng An 2, phudng Binh Hoa, TP. Thuén An, Binh Duong.
Pién thoai: 0788215215
- Chi tiéu khong dat: Mau thudc c6 chira tin dwgc Paracetamol va Diclofenac
natri khong c6 trong thanh phin cong thic.
Trung tdm Kiém nghiém thong bdo cho Cuc Quan ly Dugc va S0 Y té tinh Binh
Duong biét dé c6 bién phap xur ly.
(Kém theo bién ban lay méu va phiéu két qua kiém nghiém).
Tran trong!
Noi nhin:

- Nhur trén;
- Luu: KH-TC.

01/9/2011




M4 sé: HS/HD-ST-04.BM03

SO Y TE TINH BINH DUONG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Pjc lap — Tw do — Hanh phic

- Tén miu:

- Noi san xuit:

- Co s& nhap khau:
-S616:

- S8 PKKN:

- Noi 14y/giri mau:

- Ngudi lay/giri miu: Nguyén Thi Thu Trang
- Yéu cau kiém nghiém: Kiém tra chét lugng (S6 bién ban: 327/BB-TTKN, ngay 04/12/2024)

- Nguoi giao mau:
- Ngay nhan méu:

- Tinh trang khi nhén miu:  Pung trong hdp gidy con nguyén ven (Hop 01 lo x 40 vién nang).

- Lugng miu giri/ldy

PHIEU KIEM NGHIEM

Vién nang cimg YUAN BONE

YUANYAN (TW) PHARMACEUTICAL CO., LTD

- Ngay san xuét: 01/09/2024  Han dung: 01/09/2029
624L/24/DP S6 PKLH: -

Phong kham chuyén khoa Y Hoc C6 Truyén Thién Phic Dudng.

Cho Ddng An 2, Phudng Binh Hoa, Thanh phé Thuén An, Tinh Binh Duong.

S6: 624L./24/DP

Nguyén Thi Ngoc Van  Ngudi nhan miu: Nguyén Minh Ludn
04/12/2024 Ngay 1am miu: 05/12/2024

06 hdp.

Mau dyng trong chai nhya c6 nip, con
nguyén niém phong chira 40 vién nang
cimg gdm 2 loai:

- 20 vién nang c6 vO nang mau

’ A
L | Linhchat } ) x4m/cam, bén trong trong chira bét )
mau trang.
- 20 vién nang c6 v6 nang mau do/do,
bén trong chira b4t mau trang
Pinh tinh*
*Vién nang xam/cam
- Paracetamol Duong tinh
2 - Diclofenac natri - PP/HD-BD-01 . Duong tinh -
*Vién nang d6/do =Gak 2024
- Paracetamol Duong tinh
- Diclofenac natri Duong tinh
Pinh lugng*
*Vién nang x4m/cam
- Paracetamol 8,01
3 - Diclofenac natri - USP 2024 mg/vién 1,45 -
*Vién nang d6/dé
- Paracetamol 6,86
- Diclofenac natri 1,84
*Ghi chi:

- (*) Phép thir da duwgc cong nhdn phi hop theo ISO/IEC 17025:2017.
- Khéng dwoc trich, sao mdt phdn két qua phiéu kiém nghiém néu khéng dwoc sw dong y bing van ban cia Trung tém Kiém nghiém

KET LUAN: Mau ldy Vién nang cimg YUAN BONE.

C6 chira \a;tapqtia}mol va Djetgfeage.natri
\\\‘R N
P

VILAS 931

25/9/2023

Dia chi: S6 209, Yersin, phudng Phi Cudng, TP. Thii Dau MGt, tinh Binh Duong
Dién thoai (Fax): 0274.3859658 — Email: ttkiemnghiembd@gmail.com 1/1



Mai s6: MT/TT-ST-01.BMO2A
,I S LI\ sGY TE BINH DUONG CONG HOA XA HOI CHU NGHIA VIET NAM

,-' . G TAM KIEM NGHIEM Péc 1p — Tw do — Hanh phiic
& TR\: WerAin, Phi Cuomg, TP.TDM, Binh Duong
L\ K\E‘J\ NG\‘“EM < DT: 0274.3859658 TeoW........, ngay O4 thang 14 ndm 2045
k> 5/ $6,3242../BB-TTKN :
SN BIEN BAN LAY MAU THUOC PE XAC PINH CHAT LUQONG
- Giy gidi thidush ........... ngay....... théng........ndm .........coa TTKN, lay mau theo . QRHAS.. /B . SX.T_. 2778 Gl Ldt /(b cua 2.34 Y7E ﬁfééﬁ Lebityy.
- Ho tén, chitc vy, co quan cia nhitng ngudi tham gia 14y mﬁu o S
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- Dia chi: (42 R, k., f: Lokds. TR 77 TAid2. ... /}/ﬁéﬂbhip ............................................................... - Dién thoai: .@.2 $8e75:47.5..
2 Ponvi | S6 , Nhén xét tinh
.?.,(;. hg;ﬁl?oioc’sgogﬁido{(y Ngagai)éi.;) K dong gdi lugng Tén nha san xuét va dia chi Ter:ﬂ:l;lal?:lna plll(cl)ll au, trang 16 t’huc")c
vag, g M AME | 1ho nhat| 14y phanphol .\ ¢ khi 14y mau
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Phuong phdp ldy mdu theo Thong tw s6 11/2018/TT-BYT, ngdy 04/5/2018 cia Bé trucmg B Y té quy dinh vé quan Iy chdt lwgng thudc, nguyén ligu lam thudc.

Piéu kién bao quan khi ldy mu: ............ A% R T TP PR USRS TP P PP
Bién ban nay dugc 14p thanh 02 ban: 01 ban luu tai co s& dugc lay miu, 01 Iuu tai co quan kiém nghiém.
Ngudi ldy miu Dai dién co sé duge ldy miu
(fy v$ ho tén) (ky va ghi ro ho tén)

/7{/(//.4//297#’7/ T Fttiny ,Z/,/WWW:[/ Ngftuﬁm A\ [
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