CONG TY TRACH NHIEM HUU HAN CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC KIM PO DPoc Lap - Ty Do - Hanh Phiic

V/v: Cdp nhdt théng tin sé chitng nhén déing ky Tp. H6 Chi Minh, ngéay 24 thang 9 nam 2025
Iwu hanh TTBYT — Curiosin gel

CAP NHAT THONG TIN
SO PANG KY LUU HANH SAN PHAM

Kinh gri: QUY CO SO Y TE, NHA THUOC
QUY KHACH HANG

- Céan cr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 cta Chinh phu
vé quan ly thiét bi y té;

- Can cr Nghi dinh s6 07/2023/ND-CP ngay 03 thang 3 nam 2023 ctia Chinh phu stra
61, bd sung mot sé didu cia Nghi dinh sb 98/2021/ND-CP ngay 08 thang 11 nam 2021 cla
Chinh pht v& quén ly thiét bi y té;

Truoc day, cong ty ching tdi cung cAp sin pham Curiosin gel 15g VO’l mau nhan ¢

dan sb phan loai 0581/2023/YTC-PLTTB va nha nhap khéu 1a cong ty ¢ phan xuét nhap
khéu y t& Tp. Hb Chi Minh.

Hién nay san pham Curlosm gel 15g da dugc chp s ding ky luu hanh la 2403830
PKLH/BYT-HTTB do B3 Y té cdp, Cong ty TNHH Gedeon Richter Viét Nam la nha nhéap khau.

Do vay, ké tir ngay 24/09/2025, Cong ty ching t6i phan phdi san pham Curiosin gel
15g theo s6 lvu hanh 2403830DKLH/BYT-HTTB, tén nha nhap khéu 1a Céng ty TNHH
Gedeon Richter Viét Nam dugc in tryc tiép 1én bao bi san pham.

Thong tin s6 dang ky luu hanh cho san phim nhu sau:

a A A - A
Tén trang | Tén hang | Hing san xuat/ Pha.n So6 phén loai Sovglay c'hu’ng r‘nhqn
STT | thiét bi hé Nute sEnxuht | oo oh TTBYT Gang ky luw hinh
i a ¢sanx TTBYT TTBYT
Gelhotro | iosin | Gedeon Richter | 958L2023YTC | 403830pKLH/BYT-
1| didutivér | O | plos Hungary | LOMP | -PLTTB.NGAY | yrrp ngay 27/11/2024
thuong BeT8 o/ Hungary 03/11/2023 » NEay

Cong ty chung t6i kinh mong Quy khach hang xem xét va chip thuén.
Tréan trong cam on va kinh chao!
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CONG TY CO PHAN XUAT NHAP

KHAU Y TE THANH PHO HO CHI
MINH

S6: 0581/2023/YTC-PLTTB

CONG HOA XA HO1 CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phuc

Hoé Chi Minh, ngay 03 thang 11 nam 2023

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phil vé quan 1y
trang thiét bi y té;

Cén ci Théng tw 05/2022/TT-BYT ngay 01 thang 8 ndm 2022 ctia BO truéng B Y té quy
dinh chi tiét thi hanh mot sd dleu cta Nghi dinh s6 98/2021/NBD-CP ngay 08/11/2021 ctia Chinh
pht v& quan 1y trang thiét bi y té;

Chung t6i phan loai trang thiét bi y té nhu sau:

TT |Tén trang thiét| Ching | Hing, | Hing, |[Muc dich sit| Cin cit dé | Mirc dé rii
biy té loai/ma |nuwéce sinnwéce chiuf dung theo | phéinloai | ro dwoce
san phim | xufit | sé hitu |chi dinh ciia|mite o riti| phan loai
chu s& hitu ro
Khoi phuc
va bao vé
vimg dabi |Quy téc 13
Gel chim séc  |Curiosin szdeon Gledeon bzc,:nh hodc bi Pha:n 11, TTBYT Loai
1 vét thuong a2l T8¢ Richter |Richter |ton thuong |Thong tu D
Plc, Plg;, va ho tro 05/2022/
Hungary [Hungary |lam lanh vét [TT-BYT
thuong cép
va man tinh

Nguoi dai dién hop phap cia co sé
thuc hién phin loai
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé:  2403830PKLH/BYT-HTTB Ha Néi, ngay 27 thang 11 nam 2024

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Gel hd tro diéu tri vét thuong

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TTBYT Loai D

5. Tén, dia chi cta chu s& hitu thiét bi y té: Gedeon Richter Plc., Gyomro6i at 19-21.,

1103 Budapest, HUNGARY , ) ‘

6. Tén, dia chi cua chu s¢ hiru s6 lvu hanh: VAN PHONG DAI DIEN CHEMICAL

WORKS OF GEDEON RICHTER PLC. TAI THANH PHO HA NOI, Phong 1102,
tang 11, toa nha Capital Tower, s6 109 Tran Hung Pao, Phudng Cira Nam, Quan
Hoan Kiém, Thanh ph6 Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co' s& san xuét; Dia chi co s6 san xuit va Nudc san xuﬁt): Theo phu luc dinh kem.

Gidy chtng nhan nay duoc cap theo Quyét dinh s6 3573/Qb-BYT

ngay 27 thang 11 ndm 2024./.

Noi nhan: TUQ. BO TRUONG

- VAN PHONG DAI DIEN CHEMICAL CUC TRUONG

WORKS OF GEDEON RICHTER PLC. CUC C8<UTEA TANG VA THIET BI Y TE
TAI THANH PHO HA NOI; Y S )

- B0 truong (dé blc);

- TT. D6 Xuan Tuyén (dé b/c);
- Hai quan ctra khau;

- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

Quan 1y va bao vé vung da bi ton thuong hodc co van dé va hd trg lam lanh vét thuong cép tinh va man tinh.

Str dung cho cac trudong hop khong can ké don:

- Da bi ton thuong (nhu kich tmg da do birc xa, da khé, da troc vay);

- Vét thuong noéng nhu nhitng vét thuong do chan thuong nhe (trdy xudc, rach da, vét cat) hodc bong nhe (bong d6 1 va do 2);
- Trimg c4 thong thuong mirc dd nhe dén trung binh.

St dung dudi su giam sat ctia chuyén vién y té:

- Nhiing vét thuong man tinh nhu loét chan do cac nguyén nhan khac nhau va do ti de;
- Vét thuong phau thuat (kin, nguyén ven) hoac cham séc vét mo sau phau thuat.

2. Tén, dia chi co sé bao hanh:

3. Thong tin chi tiét thiét bi y té:

x 2 2 Quy cach " . . , .
STT| Tén thiét biy té Chiing loai Ma san pham déng goi Teéncoso | Dia chicoso | g0 can xudt
(Néu co) £, san xuat san xuat
(Néu cd)
x A . Gyomroi at 19-
p | Gelhowoditutrt | g ool Hop 1 tuyp 15 g | Sedeon Richter 57 03 HUNGARY
vét thuong Plc.
Budapest
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