CONG TY CO PHAN DUGC PHAM CONG NGHE CAO FDA

LO A22, KHU CONG NGHIEP KY THUAT CAO AN PHAT, KM47,
QUOC LO 5, PHUONG VIET HOA, TP. HAI DUONG
/ 0983698756

CAM KET CHAT LUONG info@fda.net.yn

0801335696

THU GIOI THIEU

Kinh gti: Quy khach hang!

Cong ty C6 phan Duge pham Cong nghé cao FDA xin g 151 cam on va 101 chio trén trong nhat t6i Quy khach hang

da ludn danh sy quan tam, tin tuéng hop tac cting cong ty ching toi.
Cong ty C6 phan Duoc phim Cong nghé cao FDA duoc thanh 14p ngay 12 thing 10 ndm 2020 tru s chinh tai dia chi: Lo
A22, Khu cdng nghiép K thudt cao An Phat, Km47, Qudc 16 5, Phudng Viét Hoa, Thanh Phd Hai Duong, Tinh Hai Duong
va van phong dai di¢n tai Ha Noi ¢ dia chi: tai Tang 4 Toa nha Housing, $0 299 duong Trung Kinh, Phudng Yén Hoa,
Quén Cau Gidy, TP Ha Noi.

Cong ty ching toi luon thuc hién véi phuong chim “Cam két chét lwong” gitt viing uy tin nham mang dén cho Quy
khach hang nhimg san pham ¢ chat lwong cao nhim cham soe sic khoe cong dong tot nhat. Cong ty c6 b phan nhan sy
1a cac can bg, nhan vién chuyén nghi¢p, nhiét tinh, c6 nhiéu kinh nghi¢m da lam vi€c tai cac nha may san xuit thude, thue
pham bao vé strc khoe, my pham vat tu trang thiét bi y té.

Nha may cta Cong ty Co phan Duge pham Cong nghé cao FDA 1a mét trong nhung nha may san xuat gia cong hang
dau trong linh vie: San xuat Thyc phdm bao vé stic khoe, My phim va Vit tu trang thiét bi y té. Nha may duoc xay dung
trén dién tich gan 12.000 m?2, s¢ hitu cie day chuyén san xudt hién dai dat tiéu chuin GMP cta BO y té va chimg nhan ISO
13485:2016 nhur:

« Day chuyén san xudt vién nang mém.

+ Day chuyén san xuat vién, cdm bot (Vién nang ciing, vién nén bao phim, vién nén bao dwong, vién ngam, com bot, tra
hoa tan, cém sui, bot sui).

+ Day chuyén san Xuat dang long (Dung dich, siro, hon dich, nhil dich, thach).

« Hé thong chiét xuét dugc lidu (Cao dac, cao long, cao khd).

* Day chuyen san xuat céc cac ché pham sinh hoc — Men vi sinh (Dang long, ¢ém bt, nang cing).

+ Day chuyen san xudt My pham

« Diy chuyén san xuét Vit tu, trang thiét bi y .

Dic biét, day chuyén san xuit men bao gom men vi sinh dang [6ng va men vi sinh dang c6m, bt, nang ctg duwoc thiét
ké tach biét khoi cac ddy chuyen san xudt khac dé tranh nhidm chéo. Diy chuyén men nude duoe sir dung nude cat 2 1an
dam bao d tinh khiét va vo khudn tuyct d6i dé san xut. Hé thong két ndi SIP (tiét tring tai cho) bang hoi tinh khiét tao ra
tir hé thong nude cét.

Hé théng kho, phong kiém nghiém dam bao kiém soat chat luong tat ca cac san phim dwoc san xuat ra theo ding quy
dinh cta By y té.

Cong ty Co phan Dugc pham Cong nghé cao FDA mong mudn dugc hop tac san xuit gia cong cung Quy khach hang,
Cong ty chung t6i ludn cam két san xuat céc san phdm co chit lrong, dam bao giao hang ding tién 6 va gia ca hop 1y hy
vong s€ hai 1ong Quy khach hang.

Xin tran trong cdm on!
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CONG TY cO PHAN DUGC PHAM CONG NGHE CAO FDA

L6 A22, khu céng nghiép ky thuat cao An Phat, km 47, qudc 16 5, phwong Viét Hoa,
thanh phé Hai Dwong, tinh Hai Dwong, Viét Nam

da dwoc danh gia phiu hop véi cac yéu cau ciia tiéu chuan:

ISO 13485:2016

Hé théng Quan ly Chét lwong

cho Iihh vire:

San xuéat va kinh doanh: Dung dich sat khuan da, vét thweong va dung cu y té; vién, géi bot
pha dung dich, kem, gel, dung dich vé sinh tai, miii, hong, rang, miéng; dung dich rira mat;
vién nén dat co quan sinh duc, hdu mén; gel béi tron b§ phén sinh dyc; gel, dung djch
vé sinh phu khoa; kem, gel, diu, sap boi bao vé va dwﬁmg 4m da; cao xoa bép ngoai da
dang Iéng, ran; gel dung trong siéu 4m va vién xong nang mém tinh dau

Giay chirng nhan nay cé gia tri tir:
31/8/2022 dén 30/8/2025
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~ VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUONG
Bia chi: S0 52/46, duong Lién Mac, P. Lién Mac, Q. Bac Tir Liém, thanh phé Ha Néi, Viét Nam
BDién thoai: 024 2266 1111/ 0981851111; Website; issq.org.vn; Email: tcvn@issq.org.vn




VIEN NGHIEN CUU PHAT TRIEN  CONG HOA XA HOI CHU NGHIA VIET NAM

TIRU CHUAN CHAT LUQNG Dac lip — Tw do — Hanh phiic
$6:49993 /QD-ISSQ Ha Néi, ngay M thdng V ndm 2022
QUYET PINH

Vé viée cap gidy chirng nhén pha hop Tiéu chuin

VIEN TRUONG
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQNG

Cin ctr Ching nhén sd A 1100 ngay 25/4/2013 (Dang ky lan thir sau, ngay 25/5/2020) ctia Bd
Khoa hoc va Cong nghé vé Chimg nhén dang ky hoat dong Khoa hoc va Cong nghé cua Vién
Nghién ctru Phét trién Tiéu chuin Chét hrong;

Can ct Gtay Ching nhan Pang ky hoat dong ching nhén sé: 1999/TPC-HCHQ ngay
21/7/2022 cta Téng cuc Tiéu chuin Po luomg Chét lu@ng ve dang ky hoat dong chimg nhéan cua
Vién Nghién ctru Phét trién Tiéu chuin Chét lwong d6i véi tong hop da nganh trong linh vuc
chimng nhén Hé thdng quén ly;

Xét dé nghi cta Giam dbe Trung tim Chimg nhan Hop chuén - Hop quy,
QUYET DINH

Piéu 1. Cép Gidy chung nhan phu hgp Tiéu chuin ISO 13485:2016 s6 YT 748-22 cho
Cong ty C6 phdn Duoc phim Cong nghé cao FDA trong linh virc san xuét va kinh doanh:
Dung dich sat khuin da, vét thuong va dung cu y té; vién, 2061 bdt pha dung dich, kem, gel,
dung dich vé sinh tai, miii, hong, ring, miéng; dung dich rira mit; vién nén dit co quan sinh
duc, hiu mén; gel bdi tron bd phéan sinh duc; gel, dung dich vé sinh phu khoa; kem, gel, dau,
sap bdi bao v& va dudng 4m da; cao xoa bép ngoai da dang 16ng, tin; gel ding trong siéu 4m
va vién x0Ong nang mém tinh dau, dia chi tai: Lo A22, khu cong nghiép k¥ thuit cao An Phat,
km 47, qudc 16 5, phuong Viét Hoa, thanh phé Hai Duong, tinh Hai Duong, Viét Nam.

Pién 2. Gidy chiing nhan nay c¢6 hidu luc trong thoi han 3 nam ké tir ngay 31/8/2022 dén
ngdy 30/8/2025. Trong thoi gian hiéu lyc ctia Gidy chimg nhin, Cong ty C6 phan Duge phim
Cong nghé cao FDA dugc phép st dung Déu chimg nhan do Vién Nghién ctru Phat trién Tiéu
chuén Chét lugng cép.

Piéu 3. Cong ty C phian Duge pham Cong nghé cao FDA c¢6 trach nhiém duy tri, cai tién
Heé thong quan 1y chit luong phu hop v6i yéu cau Tiéu chudn ISO 13485:2016 va thuc hién
nghia vu gidm sat dinh ky theo quy dinh ctia phép luat hién hanh./.

Neoi nhan:
- Nhu Piéu 1;
- Lou: TTCN.

Ngay ban hénh.: 01/5/2013 BM VCL.08.18
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SOZ"'W‘EZL{H,SSQ - TTCN Ha Néi, ngay 3 thang § néim 2022
V/v str dung dau ching nhan

Kinh gtri: Coéng ty C6 phin Dwoc pham Cong nghé cao FDA

Cong ty Co phdIl Dugc phiam Cong ngh¢ cao FDA da dugc Vién nghién ciru Phat
trién Tiéu chudn Chét lugng (Vién Chit lugng ISSQ) danh gia va cap Gidy ching
nhén phu hop Tiéu chuédn ISO 13485:2016 s6 YT 748-22. Quy Cong ty ducrc phép st
dung DAu ching nhén va logo ciia Vién Chit lugng ISSQ dé tuyén truyén, quing ba
va khing dinh chat lwgng san phdm ctia minh theo mau va quy dinh dudi day:

DAU CHUNG NHAN
A |2 .
N
=

1SO 13485:2016

1. Déu chirng nhin dugc phép sir dung trong cic trudng hop sau:

a) Trong céc tiép dau thu, céng vin giao dich, tai liéu ky thuat, tai liéu dao tao, tai
liéu quang céo, name-card, cac chitng tur va cac tai licu txep thi;

b) Trong cac chuong trinh quang cao, quang ba trén cac phuong tién thong tin dai
ching nhu phéat thanh, truyén hinh, bao chi...;
¢) Trén cac phuong tién giao thong, vén tai, cdc bang quang cdo cdng cong,
2. Déu chirng nhéin khong dwgce phép sir dung trong cic trwdng hop sau:
a) Gay hiéu nhdm 1a Vién ch'c"_it luong ISSQ d3 chimg nhdn hay cong nhén tinh
phép 1y cho san pham cta T6 chire hay bat cir mdt cach hiéu nham nao khac;
b) Gay hiéu nhdm ring Vién chat lugng ISSQ dd ching nhan chit lugng cho
san pham cu the,;
¢) Hét hidu luc chimg nhin hoic khong tudn thi cic yéu ciu vé chimg nhan.
3. Cha y khi str dung:
a) Déu chiing nhin cé thé dugce in ding theo mau nhu mi€u ta cu thé, hay ¢o thé
dung mét mau dé phu hgp véi nhing gidy to, tai liéu, bao, tap chi da in sin;
b) Déu chtng nhan c6 thé phong to hodc thu nhd mét cach déng nhét, tuy nhién
phéi du l6n dé phan chit c6 thé doc duge rd rang;
¢) Gidly chimg nhdn va DAu ching nhan khéng dugc phép chuyén nhugng. ,

Noi nhin: T. VBN TRUONG
- Nhu kinh giri;
- Luu: TTCN.
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