CONG HOA XA HQI CHU NGHIA VIET NAM

Djc 1dp — Ty do — Hanh phic

BAN CONG BO TIEU CHUAN SAN PHAM
S6: 01:2025/BNPHARMA
Tén té chite: CONG TY TNHH BNPHARMA

Dia chi: Téng 3, Toa nha An Phu Plaza, 117-119 Ly Chinh Thing, Phudng Xuan Hoa,
Thanh phé HS Chi Minh.

Pién thoai: 094 224 5566 Email: bnpharmal1102016@gmail.com

CONG BO

Tiéu chuin co s& sd: TCCS 01:2025/BNPHARMA

Ap dung cho san phdm trang thiét bj y té&: XIT LANH
Tén thuong mai: Star pro

Chung loai: Cold Spray

Xuét x&r (nha san xuét va nudce xuét xir): Cong Ty Co Phan Duge Phim Bidopharma
USA - Chi Nhanh Long An

Dia chi: Xudng K2-1, KCN Tan Kim mé rdng, Xa Can Giudc, Tinh Tay Ninh, Viét Nam.
Chiing tbi cam két san xuit, kinh doanh sin phim theo diing ti¢u chuin co sé da

cong bd va chlu hoan toan trach nhiém truédc ngum tiéu dung va co quan quan ly
nha nuéc vé nhirng vi pham déi véi nhitng tiéu chuin chit lwgng da cong bo.

Tp.Ho6 Chi Minh, Ngay 10 thang 08 nam 2025
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CONG TY TNHH BNPHARMA

TIEU CHUAN CO SO
TCCS 01:2025/BNPHARMA
XIT LANH
Tén thwong mai: Star pro

Chiing loai: Cold Spray
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CONG TY TNHH BNPHARMA CONG HOA XA HQI CHU NGHIA VIET NAM
D{c 1dp - Ty do - Hanh phic

S6: 01 - 2025/QD - BNPHARMA Tp.H6 Chi Minh, Ngay 10 théng 08 nim 2025

QUYET PINH

A _en A Y A K 4on A »
Ve viée xay dung va cong bo tiéu chuan ap dung

e Cin ctr Luat Tiéu chudn va Quy chuan ky thuat sé 68/2006/QH11 do Chu tich
Qudc Hdi cdng bd ngay 29/06/2006;
e Can cir Nghi dinh s§ 127/2007/ND-CP ngay 01/08/2007 quy dinh chi tiét thi hanh
mdt s§ didu ctia Luét tiéu chudn va Quy chuén k§ thut.
e Cin cir Thong tu 21/2007/TT-BKHCN ngay 28/09/2007cua Bo Khoa hoc va Cong
nghé hudng dan xay dung va ap dung tiéu chuan;
e Cin ctr Luat chét lugng san phim, hang héa sé 05/2007/QH12 do Cha tich Qudc
Hoi cong bd ngay 21/11/2007
e Cin ctr Nghi dinh s§ 132/2008/ND-CP ngay 31/12/2008 quy dinh chi tiét thi hanh =

mot s§ diéu cia Luat chét luong san phim, hang héa. =
e Cin ctt vao nhu ciu hoat dong kinh doanh ciia cong ty. ?:i
GIAM POC CONG TY TNHH BNPHARMA 2
QUYET DINH: Sw
Piéu 1: Ban hanh kém theo quyét dinh nay: TCCS 01:2025/BNPHARMA
XIT LANH

Tén thwong mai: Star pro - Chiing loai: Cold Spray

Piéu 2: Cac phong ban cé lién quan ctia Doanh nghiép chiu trach nhiém thuc hién quyét
dinh nay.

Pidu 3: Quyét dinh c6 hiéu luc ké tir ngay ky.

Noi nhan:
— Céc phong ban c¢6 lién quan
- Luu
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TIEU CHUAN CO SO

SO TAI CHINH TP. S6
HO CHi MINH XIT LANH 01:2025/BNPHARMA
Tén thwong mai: Star
CONG TY TNHH pro ¢ 1t £ et 1
) ; C6 hi¢u luc ke tir ky
DA Chiing loai: Cold Spray

(Ban hanh kém theo quyét dinh s6 01 - 2025/QD — BNPHARMA Ngay 10/08/2025 ciia Cong Ty TNHH

Bnpharma. Tiéu chudn nay dp dung cho san phdm Xjt lanh Star pro cold Spray).

1. PHAM VI AP DUNG

Tiéu chuin nay ap dung cho san phim Xit lanh Star pro cold Spray hd trg lam giam cic con dau

tire thoi do chin thuong co, khép, ddy ching trong va sau van dong. Do Cong Ty C6 Phan Dugc

Pham Bidopharma USA — Chi Nhanh Long An san xuét dugc phan phdi boi Cong Ty TNHH X
=

Bnpharma. Y\
2. THANH PHAN: 2
s M

- Ethanol, Nuéc Ro, Methyl salicylate, Menthol, Tinh dau bac ha, Glycerin. ol
s 5 . . w

3. YEU CAU KY THUAT =

3.1 Yéu ciu vé nguyén ligu

- Nguyén lidu tir thao dugc va tinh dau tu nhién, dugc chiét xuat va két hop béng phuong

phap tu nhién nham dam bao sdn phdm dén ngudi ti€u ding an toan nhat.

- Nguyén liéu sir dung an toan, khong chit doc hai, khong gy di ing cho da va hoan toan

dam bao vé sinh.

3.2 Yéu cau vé an toan

e Yéu ciu vé an toan, vé sinh, sirc khoé: La san pham dugc dong géi va bao quén trong
bao bi kin, van chuyén trong mdi trudng sach. San pham khong mang mam bénh, nam
moc nguy hai, khong gay kich tng cho ngudi sir dung.

e Yéu ciu v& méi truong: San phdm sau khi str dung 1a réc thai y t€ nén duge xir y theo
hang muc rac thai y té.

Chi tiéu ky thuit clia san pham:

San pham dap tng cac chi tiéu k§ thuat quy dinh trong Bang sau:

Bang 1: Gi¢i han cho phép cac nguyén td kim loai niing
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STT TEN CHi TIEU PON V] MUC PHUONG PHAP
TINH CONG BO THU
1 Ham lugng Chi (Pb) Mg/kg 0 ACM THA 05
(Revision No.1,2006) -
(ICP-AES)
N Ham lugng Asen (As) Mg/kg 0 ACM THA 05
(Revision No.1,2006) -
(HG-AAS)
3 Ham lugng Thuy ngéan Mg/kg 0 ACM THA 05
(Hg) (Revision No.1,2006) —
(CV-AAS)

Bang 2: Gi6i han cho phép vi sinh vat

STT TEN CHI TIEU PON VI MUC PHUONG PHAP
TINH CONG BO THU
1 Candida albicans fiil, 0 USP NF 2023 <62>
5 Pseudomonas /mL 0 USP NF 2023 <62>
aeruginosa
3 Staphylococcus aureus /mL 0 USP NF 2023 <62>
4 | Tong so nam men, ndm [ CFU/mL <102 USP NF 2023 <61>
méc
5 Tong s6 vi sinh vat hiéu | CFU/mL <102 USP NF 2023 <61>
khi
4. THOI HAN SU DUNG
- 03 nam ké tir ngay san xuit. Ngay san xuét va han sir dung dugc in trén bao bi san phim.
5. HUONG DAN SU DUNG

Dung dimg chai va lic déu trudc khi xit.

Diing ngoai da. Xéc dinh vi tri chin thuong, sau d6 xit 1 — 3 nhat rdi tién hanh
massage trong vong 5 phiit dé trc ché cam gidc dau.

Nén ding ngay sau khi chin thuong khoang 6 ngay, sau d6 chuyén sang dung xit
noéng.
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Laru y: chi nén dung san pham cho tré em tir 12 tudi tro 1én. Téi da mdi ngay khong dung
qua S lan va khong dung lién tuc qua 7 ngay.

6. CANH BAO VA THAN TRONG:

- Kiém tra k¥ bao bi va han sir dung ciia san phim. Khong sir dung san pham hét han
str dung. Khong sir dung cho cac muyc dich khac.
- Phu nit ¢6 thai va cho con bu ding theo huéng din cuia chuyén gia.
- Khéng dung cho ngudi man cam véi bt ky thanh phan nao ctia san pham.
- Ngung sir dung néu c¢é dau hiéu dj ung.
- Dé xa tam tay tré em.
e Chdng chi dinh:
v’ Khong xit ddi véi vét thuong hd, than trong khdng dé bay vao mét hogc nhimg vi
tri nha): cam.
v’ San pham khong phai 1a thudc, hiy di dén bac si dé dugc kiém tra, thim khdm k§
ludng.

7. BAO GOI, GHI NHAN, BAO QUAN, VAN CHUYEN.

7.1 Bao géi :

- San phim dung trong chai nhom sir dung cong nghé xit Bag on Valve —xit dén giot cudi
cung: Chai xit 4p dung cong nghé nén khi toan phan gitip ban sir dung san pham & moi tu
the, goc khé va dé dang thuc hién. Khi nén dugc sir dung 1a khong khi sach dugc loc véi
quy trinh khic khe va nén vao binh béi 4p luc cao nén khéng chira cac thanh phan chay

nd sau d6 cho vao hdp gidy hoic tii dung kin theo mau thiét ké cuia nha san xuét, cac hop ,\405691

- ,o A s A B » Rz - A » - A -
dung phai méi, sach, hop vé sinh, khong thing rach va rgng hon san pham. Dam bao chat Sl
lugng san pham. INHF
- 100mV/ chai, 1500ml/chai, 200mV/ chai, 250mV/ chai, ... 1 chai/ h¢p. NPHAF
- S6 lugng va quy cach dong goi c6 thé duge diéu chinh theo nhu cau cua thi truong va Lono
khach hang.

7.2 Ghi Nhan :
Nhin san phdm phu hop theo Nghi dinh s 111/2021/ND-CP ngay 09-12-2021 cua
Chinh phu vé nhan hing héa va céc vin ban hién hanh khic cla n{u‘x nudc. Nhan san
phim phai dugc dén trén hop cac tong. Trén mdi san pham phai cé day du céc thong tin
sau:

- Tén trang thiét bj y té;

- S Iuu hanh;

- Tén va dja chi nha sin xuat;

- Tén va dia chi cht s& hiru sb luu hanh;
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- Xult xu;

- Ngay san xuat;

- Han sir dung;

- S616 hoic sd séri (serial number);

- Huéng dan sir dung;

- San xuét theo TCCS 01:2025/BNPHARMA.
7.3 Vén chuyén:

- Trong qua trinh vén chuyén phai dim bao an toan cho san phdm: khong dé rach, thing
bao bi.

- Xe van chuyén phai c6 mui bat che mua ning.
7.4 Bao quan:

- San pham dugc bao quan noi khé réo, sach s€, khong nhiém bui ban va tranh dé noi 4m
udt, anh nang mat troi truc tiép.

- Dé xa tam tay cua tré em.

- Nhiét do bao quan tt nhat 1a tir <30°C.
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