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1. Théong tin vé té chire, ci nhin cong bd san phim
Tén té chire, ca nhan: CONG TY TNHH OPTIBAC PROBIOTICS (VIETNAM)
Dia chi: 108/44A1 Tran Quang Diéu, Phuomg 14, Quan 3, Thanh ph6 Hd Chi Minh, Viét Nam
Dién thoai: 0357466411 Fax:
E-mail: ellie.norton@wrenlabs.com
Mi s6 doanh nghiép: 0317904156
S6 gidy chimg nhan GMP:
Ngay hét hiéu lue/Noi cap: /

I1. Théng tin vé sin pham

1. Tén san pham: Thuc phim bao vé sirc khoe Optibac For Women
2. Thanh phan:
Trong 1 vién nang cimg chira:
Téng s probiotic (Lactobacillus paracasei F-19®, Lactobacillus reuteri RC-14®, Lactobacillus

rhamnosus GR-1®): 68 mg (2,5 x 10° CFU). (Trong d6 Lactobacillus paracasei F-19®: 1,5 x
10° CFU, Lactobacillus reuteri RC-14®: 0,5 x 10° CFU, Lactobacillus rhamnosus GR-1®: 0,5

x 10° CFU)

Phu li¢u: chit dén: maltodextrin (nguon tu nhién), vo nang: hydroxyprop)lmethylcellulosc
chit én dinh: cellulose vi tinh thé, chit chdng dong vén: magie stearat.

3. Chi tiéu chat lugng chi yéu tao nén cong dung cua sanphidm:

STT Tén chi tiéu Don vij tinh Muirc cong bo
1 |Lactobacillus paracasei F-19® ICFU/vién 1,5x10°-1,8x10°
2 |Lactobacillus reuteri RC-14® CFU/vién 0,5x10°-0,6 x 10°
Lactobacillus rhamnosus GR-1® CFU/vién 0,5x10°-0,6 x 10°

4. Thoi han sir dung san phim:
24 thang ké tir ngay san xudt, kiém tra han sir dung trén bao bi san pham.

5. Quy cach déng géi va chit liéu bao bi:
Hop 1 lo 14/30 vién: San phim dugc déng géi trong chai thiy tinh, nip nhém va boc trong hop
giay dam bao v¢ sinh.
Hop 1 lo 90 vién: San phim dugc déng goi trong lo CSP, lo niip lat sau d6 dugc boc trong hop
giay trong diéu kién vé sinh.
Khéi lugng trung binh vién: 227 mg/vién + 10%
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Dang bao ché: vién nang cimg

6. Tén va dia chi co s& san xuét san phim:
Chr. Hansen A/S (Site CPH)

Dia chi: Jernholmen 1-27, DK-2650 Hvidovre, Dan Mach

= - A ’ \ Py ~ . A - X ~ . A .
III. MAu nhin san phim (@inh kém mau nhan san phdm hodic méu nhan san pham du kién)

IV. Yéu cAu vé an toan thye phiam

Té chirc, ca nhan san xudt, kinh doanh thyc phim dat yéu céu an toan thuc pham theo:
Tiéu chuin san phim sé FWEO03 ban hanh ngay 19/11/2024 (c6 ban tiéu chuén san phim dinh

kém).
Chung t4i xin cam két thuc hién day du cac quy dinh cua phap luat vé an toan thyc pham va

hoan toan chiju trach nhiém vc tinh phap ly cua ho so cong bo va chét lugng, an toan thuc pham
dm véi san pham da cong bd va chi dua san phdm vao san xuét, kinh doanh khi di dugc cap Giay

tiép nhan ding ky ban cong b6 san pham./.

Thanh phé Hd Chi Minh, ngay QF thang AAnam 2024  —
Ci
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PROBIOTICS!: Fén san phim: Thye phim bio v¢ sire khoe Optibac For Women

*
?? (VIETNAM) anh phin:
PETEC !u\nh'phﬁn 1 vién

Tong sO probiotic (Lactobacillus paracasei F-19®, Lactobacillus 68 mg
reuteri RC-14®, Lactobacillus rhamnosus GR-1®) (2,5 x 10° CFU)
Trong dé
Lactobacillus paracasei F-19® 1,5x 10° CFU
Lactobacillus reuteri RC-14® 0,5 x 10” CFU
Lactobacillus rhamnosus GR-1® 0,5x 10°CFU_|

Phy li¢u: chét dgn: maltodextrin (nguon tr nhién), vo nang: hydroxypropyl methylcellulose,
chét on dinh: cellulose vi tinh thé, chét chong dong von: magie stearat.
3. Cong dung: Bd sung lgi khudn cho co thé.

4. Déi tugng sir dung: Phy nir lnrérng thanh.,

5. Cich sir dung: Uong 1 vién mdi ngz\), t6t nhit la dung bira sang. Néu mudn, hodc theo chi
din chuyén mén, c6 thé tang 1én 2 vién mdi ngdy. C6 thé sir dung lién tyc.

Vi nhimg ngudi khong thé nudt vién nang mo va trdn bt véi dd ubng/thirc an mat.

pé dam bao chit lugng san phim, c6 thé bao quan trong tu lanh sau khi m¢. Dong chat nip
sau mdi 1an sir dung va khong loai bo goi hit am. Tranh xa tam tay tré em.

6. Han sir dung: 24 thang ké tir ngdy san xudt. Han str dung xem trén bao bi san pham.

7. Chii y: Thuc phim nay khong phai 1a thudc, khong c6 tac dung thay thé thudc chira bénh.
Khong dung cho ngudi min cam va kiéng ky voi bit ki thanh phan nao cua san pham. Ngudi
dang bi b¢nh hodc sir dung thudc tham khao y kién chuyén gia y tc trude khi sir dung. San
phdm nay khong thay thé cho mot ché dd &n udng da dang va can bang ciing nhu 16i séng lanh
manh. Khong dung vugt qua liéu khuyén nghi hang ngay. Tranh xa tim tay tré nho.

8. Biao quan: Bao quan ¢ noi khé mét, nhi¢t d¢ dudi 25°C (77°F).

9. Quy cich déng goi:

Hop 1 1o 14/30/90 vién

Khdi lugng trung binh vién: 227 mg/vién = 10%

10. Xuét xir: Pan Mach

11. Té chire chiu trich nhi¢m vé sin phim

Nha sin xuéit: Chr. Hansen A/S (Site CPH)

Dia chi: Jemholmen 1-27, DK-2650 Hvidovre, Pan Mach

Chii sé hiru sin phim: Wren Laboratories Ltd

Dia chi: 21-22 Mayfield Avenue Industrial Park, Andover, SP11 8HU, Vuong qubc Anh
Céng ty nhip khiu va chiu trach nhi¢m cong bd san phim:

CONG TY TNHH OPTIBAC PROBIOTICS (VIETNAM)

Dia chi: 108/44A1 Trin Quang Di¢u, Phudng 14, Quan 3, Thanh phd Hd Chi Minh, Viét Nam
12. S6 DKSP:
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In which:

Total probiotics (Lactobacillus paracasei F-19®, Lactobacillus
reuteri RC-14®, Lactobacillus rhamnosus GR-1®)

Lactobacillus paracasei F-19®
Lactobacillus reuteri RC-14®
Lactobacillus rhamnosus GR-1®

68 mg
(2.5 x 10° CFU)

1.5 x 10° CFU
0.5 x 10° CFU
0.5 x 10° CFU

Other ingredients:

maltodextrin (natural source), capsule: hydroxypropyl methylcellulose, stabiliser:

microcrystalline cellulose, anti-caking agent: magnesium stearate.

2. Parameters of quality

No. Parameters Unit Requirement
1  |Lactobacillus paracasei F-19® CFU/capsule 1.5x10°-1.8x10°
2 [Lactobacillus reuteri RC-14® CFUlcapsule 0.5x 10°- 0.6 x 10°
Lactobacillus rhamnosus GR-1® CFU/capsule 0.5x10°-0.6x 10°

Optibac Probiotics | Registered address: 21-22 Mayfield Ave Industrial Park, Andover, Hampshire,

$P11 8HU, United KingdomTel: +44 (0) 1264 369 936 | Email: enquiries@wrenlabs.com |
optibacprobiotics.co.uk

Optibac Probiotics is a registered brand of Wren Laboratories Ltd. Registered Number: 5094520,

Optibac

© . .
s[ OPTIBAC \z Probiotics
%\ PROBIOTICS |*
3 (WEINA@ QDUCT SPECIFICATION
o) S
Product name iba&Fer-Women (Food supplement)
SPEC No. FWED3
Effective date November 19, 2024
Wren Laboratories Ltd
Owner Address: 21-22 Mayfield Avenue Industrial Park, Andover, SP11 8HU, United
Kingdom
Chr. Hansen A/S (Site CPH)
Manufacturer Address: Jcmholmo(:n 1-27, DK-2650 Hvidovre, Denmark
Dosage form Capsule
Product is packed in glass bottle, with Aluminium lid then wrapped in paper
box under sanitary conditions.
Packaging 14/30 capsules/glass bottle/box )
Product is packed in CSP bottle, with flip top vial then wrapped in paper box
under sanitary conditions.
90 capsules/CSP bottle/box
Average weight | 227 mg/capsule + 10% (including the capsule shell)
Shelf life 24 months from date of manufacture, check expiry dates on product packaging. |
Store in a cool and dry place below 25°C. For maximum potency, can be
Storage refrigerated after opening. Close lid firmly after each use and don't remove sachet
desiccant. Keep out of reach of children.
1. Formula
| Ingredients Per 1 capsule
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3. Parameters of safety

3.1. Limits of microbiological contaminants
No. Parameters Unit Requirement
1 | E coli /g Negative
2 | Salmonella /25g Negative
Total mould and yeast CFU/g =100
Limits of heavy metal contamination
No. Parameters Unit Requirement
1 Lead (Pb) mg/kg s30
5 | Cadmium (Cd) mg/kg S1.0
3 | Mercury (Hg) mg/kg =0.1
Revision Date Details of change
FWEO02 January 15, 2024 SPEC Review and Update
FWEO03 November 19, 2024 Update on key quality indicators
Wren Laboratories Ltd
Signed by:
Wren Laboratories Limited

21 & 22 Mayfield Avenue Industrial Park
Andover, Hampshire SP11 8HU

L% Tel: 01264 369 936 Fax: 01264 330 771

Enquiries@wrenlabs.com

Kate Hennessy
Technical Manager

Optibac Probiotics | Registered address: 21-22 Mayfield Ave Industrial Park, Andover, Hampshire,
SP11 8HU, United KingdomTel: +44 (0) 1264 369 936 | Email: enquiries@wrenlabs.com |
optibacprobiotics.co.uk

Optibac Probiotics is a registered brand of Wren Laboratories Ltd. Registered Number: 5094520.
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