CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

Ha Nogi, ngay 22 thang 02 nam 2023

GIAY TIEP NHAN PANG KY BAN CONG BO SAN PHAM
S6: 1819/2023/PKSP

Cuc an toan thuc phém xac nhan da nhan Ban cong bd san phém cua:

T6 chirc, ca nhan: CONG TY TNHH ROSTEX PHARMA USA

Dia chi: 541/17 dudng Su Van Hanh, phuong 13, quan 10, thanh phd H6 Chi Minh

Dién thoai: 02899957768 Fax:

Email: rostexpharmausa@gmail.com

Cho san pham: Thyc pham bao vé sirc khoe Sam nhung bd than Roxtech;; do:

CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG

Dia chi: S6 102 Chi Lang, phuong Nguyen Trai, thanh pho Hai Duong, Tinh Hai Duong,
Vi¢t Nam san xuat, phu hop:

Tiéu chuan nha san xuat s6 01/2022/SAMNHUNGRT/03 ngay 15 thang 12 ndm 2022 (ban
ti€u chuan san pham dinh kém)

Doanh nghiép phai hoan toan chiu trach nhiém vé tinh phu hop ctia san phim di cong bd./.

Noi nhin: KT, CUUC TRUONG
- To chirc, ¢4 nhan; PHO CUC TRUONG
- Luu trir.

AT

Nguyén Hing Long
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phtc

BAN CONG BO SAN PHAM
Sd: 14/2022/0313321555-DKCB

I. Théong tin vé t6 chirc, ca nhan cong bo san pham
Tén t6 chirc, c4 nhan: CONG TY TNHH ROSTEX PHARMA USA
Dia chi: 541/17 dudng Su Van Hanh, phudng 13, quan 10, thanh phé H6 Chi Minh
Di¢n thoai: 02899957768 Fax:
E-mail: rostexpharmausa@gmail.com
Mi s6 doanh nghiép: 0313321555
S6 gidy chimg nhan GMP:
Ngay hét hi¢u lyc/Noi cap: /

II. Thong tin vé san pham

1. Tén san pham: Thyc pham bao vé sirc khoe Sam nhung b than Roxtech
2. Thanh phan:

Thanh phan cho 1 vién:

Cao hdn hop 220mg twong duong: (Thuc dia (Radix Rehmanniae glutinosae praeparata):
258mg, Tuc doan (Radix Dipsaci): IOOmg, Lién nhuc (Semen Nelumbinis nuciferae): 88mg,
Béch hop (Bulbus Lilii): 60mg, Ha thu 6 do (Radix Fallopiae multiflorae): 58mg, Bach phuc linh
(Poria): 40mg, Tho ty tir (Semen Cuscutae): 40mg, Cau tich (Rhizoma Cibotii): 30mg, Trach ta
(Rhizoma Alismatis): 30mg, D6 trong (Cotex Eucommiae): 24mg, Nhuyc thung dung (Herba
Cistanches): 24mg, Viéen chi (Radix Polygalae): 16mg)

B4t Nhung huou (Cornu Cervi Pantotrichum): 30mg

Cao kho Cau Ky tu* (Fructus Lycii): 16mg

Cao kho Dang sam* (Radix Codonopsis): 15mg

Cao kho Ba kich* (Radix Morindae officinalis): 10mg

Cao kh6 Buong quy* (Radix Angelicae sinensis): 10mg

Cao Ban long (Colla Cornus cervi): 7,2 mg

Cao kho Nhan sam* (Radix Ginseng): Smg

Cao kho Xuyén khung* (Rhizoma Ligustici wallichii): 4mg

Cao kho Bach truat* (Rhizoma Atractylodis macrocephalae): 3,6mg

Cao kho Cam thao* (Radix et Rhizoma Glycyrrhizae): 1mg

Phuy Ligu: chat don (Microcrystalline Cellulose M101 (Avicel pH101), tinh bot ngd (Amidon)),
Chéat 6n dinh (Calci carbonat, Polyvinylpyrrolidon K30 (PVP K30)), Chat bao quan (Nipagin,
Nipasol), Chat chéng dong von (Talc, Magnesium stearate), vo nang gelatin.

*Ty 1¢ cao/nguyén li¢u tho: 1/10
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3. Chi tiéu chat lvong chu yéu tao nén coéng dung ctia san pham:

STT Tén chi tiéu Don vi tinh Mitc cong bd
1 |Caukyth Dinh tinh Duong tinh
2 | Bakich Dinh tinh Duong tinh
3 | Tuc doan Dinh tinh Duong tinh
4 | Thuc dia Dinh tinh Duong tinh
5 | bang sam Dinh tinh Duong tinh
6 | Nhan sam Dinh tinh Duong tinh
7 | Nhung huou Dinh tinh Duong tinh

4. Thoi han st dung san pham:

36 thang ké tir ngay san xuat. Ngay san xuét va han st dung in trén bao bi.

5. Quy cach dong goi va chit liéu bao bi:

- Chét liéu bao bi: San phim duoc dong trong vi PVC - alu, vi alu - alu, lo nhya
HDPE/PET/PE, lo thuy tinh sau d6 dung trong hop gidy dam bao vé sinh, dat yéu cau vé vé sinh
an toan thuc pham theo quy dinh cua B Y té.

- Qui cach dong goi:
+ Vi 5 vién, 10 vién, 12 vién, 15 vién: HOp 3 vi, 4 vi, 6 vi, 10 vi, 12 vi, 18 vi, 24 vi.
+ Lo 20 vién, 30 vién, 40 vién, 50 vién, 60 vién, 100 vién. Hop 1 lo

- Dang bao ché: Vién nang cung
- Khéi luong trung binh vién (bao gdm vo nang): 650mg/vién (+ 7,5%).

6. Tén va dia chi co s¢ san xudt san pham:

CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG

Dia chi: S6 102 Chi Lang, phuong Nguyén Trai, thanh pho Hai Duong, Tinh Hai Duong, Viét
Nam

II1. Mau nhan san pham (dinh kem mau nhan san pham hoac mau nhan san pham du kién)

IV. Yéu ciu vé an toan thyc pham

T4 chuc, ca nhin san xuat, kinh doanh thuc pham dat yéu cau an toan thuc pham theo:

Tiéu chuan nha san xudt s6 01/2022/SAMNHUNGRT/03 ngay 15 thang 12 nim 2022 (ban
tiéu chuan san pham dinh kém)

Chung t6i xin cam két thuc hién day du cac quy dinh cua phap luat vé an toan thuc pham va
hoan toan chiu trach nhiém Ve tinh phap ly cua ho so cong b va chat lugng, an toan thuc pham
d01 v6i san pham da cong bd va chi dua san pham vao san xuét, kinh doanh khi d3 duoc cap Gidy
tiép nhan ding ky ban cong bd san pham./.

Thanh phé H6 Chi Minh, ngay 13 thang 02 nim 2023
CONG TY TNHH ROSTEX PHARMA USA

\ * I-.
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JAN SAM NHUNG BO THAN SAM NHUNG BO THAN SAM NHUNG BO THAN SAl
Roxtech Roxtech Roxtech
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CONG TY TNHH ROSTEX PHARMA CONG HOA XA HQI CHU NGHIA VIET NAM
USA Poc lap — Tw do — Hanh phic
sé: . ANZ.../Ccv

V/v: Bb sung sau cong bé TPBVSK

| i TP. Hé Chi Minh, ngay 09 thdng 12 nidm 2025
cuc AN TOAN THYC PHAM

THONG BAO

Ten to chuc, ca nhan: Cong ty TNHH Rostex Pharma USA
Dia chi: 541/17 dudng Su Van Hanh, phudng Hoa Hung, thanh ph Ho Chi Minh.
Cong ty xin trén trong thong bao dén Quy Cuc ndi dung sira ddi va bd sung cho céc san

phim sau:
STT Tén sian phim S6 cong bb sin pham
i Maxxglu 2548/2019/DKSP
2. Giéc ngti vang HD 13213/2019/DKSP
Sam nhung bo than Roxtech 1819/2023/DKSP

1. Sin phim Maxxglu (2548/2019/PKSP):
- B6 sung miu nhén cho quy cach: Hop 1 chai 60 vién
2. Sin phim Sam nhung bé thin Roxtech (1819/2023/DKSP):
- B6 sung miu nhan va t& huéng dan sir dung cho quy cach: Hop 30 vién.
3. San phim Giéc ngii vang HD (13213/2019/PKSP):
3.1 Thay dbi dia chi to chirc, ¢4 nhan cong bd san phim:
- N¢i dung da duyét: CONG TY TNHH ROSTEX PHARMA USA
Dia chi: 541/17 dudng Su Van Hanh, phuong 13, quan 10, thanh phd Ho Chi Minh
- N§i dung xin thay d6i: CONG TY TNHH ROSTEX PHARMA USA
Dia chi: 541/17 duong Su Van Hanh, phwong Hoa Hung, thanh phd H6 Chi Minh.

* Thay ddi dia chi co s& san xuét sin phim:
- Noi dung da duyét: CONG TY CO PHAN DUGC VAT TU' Y TE HAI DUCONG
Dia chi: S6 102, phé Chi Lang, phuwong Nguyén Trai, thanh phd Hai Duong, tinh Hai
Duong
- Noi dung xin thay ddi: CONG TY CO PHAN DUGC VAT TU Y TE HAI
DUONG.
Dia chi: S6 102, phd Chi Ling, phwong Thanh Déng, thanh phé Haii Phong.

3.2 B6 sung miu nhin cho quy cich: Hop 4 vi x 10 vién.



* Cong ty xin giri kém:
- Ban cong bd cac san pham + Thong bao thay ddi dia chi clia co s& cong bd va san
Xuét san pham.
- Uy quyén ky tén ho so ding ky.
- Miu nhan bd sung.
- Thong bao thay déi dia chi cta té chirc, c4 nhan cong bd san pham va co s san xuat
san pham.
* Cong ty xin cam két:
Ngoai ngi dung sira d6i va bd sung néu trén, toan bo cac ndi dung khac ciia hd so khong
thay doi, dam bao theo hd so da dugc Cuc phé duyét.
Chiing t6i cam két va hoan toan chiju trach nhiém vé tinh phéap ly cua thong tin va hd so
kém theo.
Xin trin trong cim on!

Noi nhin:
- Nhir trén
- Luu: VP
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5AM NHUNG
BO TH

Roxtec

Ho trg bo than, manh gan cot.

Hoé tro giam tri¢u chirng dau lung, moi goi, sinh Iy yéu do than kém.

HUONG DAN SU DUNG

THANH PHAN: Cho 1 vién 86t Nhung huou

sty A o A9 n fvemn aremics
Cao hon hgp 220mg tuong duong Cao khé Cau Ky tu

2ao kho Bang sam

4mg

3.6mg

bo trong .. ; . img
Nhue thung dung PHU LIEU: Chat don (Microcrystalline
Vién chi 16mg Cellulose M101 (Avicel pH101), tinh bot

ngd (Amidon)), Chat 6n dinh (Calci carbonat, Polyvinylpyrrolidon K30 (PVP K30)), Chat bao

quan (Nipagin, Nipasol), Chat chéng déng von (Talc, Magnesium stearate), vo nang gelatin

KHOI LUONG TRUNG BINH VIEN (Bao gom vé nang): 650mg/vién (+ 7,5%)

CONG DUNG:

Ho trg bo than, manh gan cot

Ho trg giam trieu ching dau lung, moi goi, ¢ f yéu do thg

pOI TUONG SU DUNG: Nam gidi truong thanh sinh Iy yéu

CACH DUNG: Nam gidi trrdng thanh: uéng 2 vién/Ian x 3 lan/ngay

LUV Y: Thuc pham nay khdng phai la thuée, khong co tdc dung thay thé thudc chira bénh

KHUYEN CAO:

Khong ding cho nguoi dai tién

guoi dang dung thudc can tham khao thay thudc truoc khi ding.
HUGNG DAN BAO QUAN: Dé nai kho rdo, thoang mat, tranh dnh nang tryc tiép. DE xa tam tay
tre em
TIEU CHUAN: TCCS
SO DKSP: 1819/2023/DKSP

con CONG TY TNHH ROSTEX PHARMA USA
/17 duong Su Van Hanh, p g Hoa Hung, thanh phd HA Chi Minh
- CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG
, phd Chi Lang, phuwang Thanh Dong, thanh phd Hai Phong
Xuat xir: Viét Nam




