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TRANSLATION |
Opella Healthcare Ba Lan Sp. z 0,0. Mi thong s6 ky thuat: 004/HS-Spec/RZE
ul. Lubelska 52, 35-233 Rzeszow, Ba Lan
TIEU CHUAN SAN PHAM
1. Tén séin phim: Thwe phAm béo vé sitc khée
Tén san phAm Viét Nam: PHARMATON VITALITY
Tén sin phim Ba Lan: Pharmaton Geriavit
2. Tén va dia chi nha sdn xuét:
Opella Healthcare Poland Sp. z o. o.
ul. Lubelska 52, 35-233 Rzeszow, Ba Lan
3. Piic diém chung ciia sin pham:
- Dang bao ché: vién nén bao phim
- Mau séc: ndu
- Khéi lugng/thé tich ciia mot don vi liéu: 772,8 mg + 5% (734,2 dén 811,4 mg)
4. Thanh phén san phim:
M>i vién nén bao phim chira:
Thanh phdn hoat chét:
Vitamin C (Acid ascorbic) (duéi dang Canxi ascorbate) 80 mg
Magnesi (dudi dang Magnesi Oxyd, ndng) 77.5 mg
Chiét xuat nhan sim Panax chuan héa G115 40 mg
Niacin (dudi dang Nicotinamide) 17,5 mg
Vitamin E (DL-alpha Tocopherol) (duéi dang DL-a-Tocopheryl acetate) 12 mg
K&m (duédi dang Kém sulfat monohydrat) 10 mg
Sét (dudi dang Sit sulfat, khan) 8,3 mg
Vitamin B5 (Pantothenic acid) (dudi dang Calcium pantothenate) 6,3 mg
Vitamin B6 (Pyridoxine) (dudi dang Pyridoxine hydrochloride) 2,8 mg
Vitamin B2 (Riboflavin) 2,2 mg
Vitamin B1 (Thiamin) (dudi dang Thiamine nitrate) 2,1 mg
Mangan (dudi dang Mangan sulfate monohydrate) 2 mg
Pong (dudi dang Pdng sulfate, khan) 1 mg
Vitamin A (Retinol) (dudi dang Vitamin A palmitate 1,7 MIU/g) 640 pg
Acid folic 300 pg
Selen (dudi dang Natri selenit) 55 ug
Biotin 38 ug
Vitamin D3 (Cholecalciferol) 6 ug
Vitamin B12 (Cyanocobalamin) 3ug

Cdc thanh phan khdc:

Chét don - Cellulose vi tinh thé (INS E460(i)), Chat mang - lactose monohydrat, Chét 6n dinh -
crospovidone (INS E1202), Chét nhii héa - tinh bot thuc phdm bién tinh (INS E1450), Chat mang -
glucose, dang long, sdy phun, Chit chong déng cue - silicon dioxide/silica dang keo khan (INS E551),




Chat mang - sucrose, Chit mang - gelatin (c4), Chit chéng déng cuc - canxi stearat (INS E470a), Chét
mang - tinh bot ngd, Chit chéng oxy héa - natri ascorbat (INS E301), Chét mang - triglyceride chudi
trung binh, Chét chéng oxy héa - DL-a-Tocopherol (INS E307), Chét lam béng — polyvinyl alcohol
thiy phan mdt phan (INS E1203), Chét lam bong - macrogol/PEG 3350 (INS E1521), Chét chéng vén
cuc - tale (INS E553b), Chét tao mau - Oxyd sit ferroferric tu nhién NF/ Oxyd sit den (INS E172), Chat
tao mau - Oxyd sét tur nhién do (INS E172), Huong vi - vanillin tu nhién, huong s6 ¢o la téng hop (nhan
tao) [maltodextrin, gdbm arable (INS E414), propylene glycol (INS E1520), triacetin (INS E1518),
caffeine].

5. Tiéu chuén chit hrgng chinh:
(Ham luong hoat chat tao ra tac dung ctia san pham hoéc xéc dinh cac loai thao méc tao ra tac dung cua
san pham néu khong thé dinh lugng céc hoat chat ctia thao mdc).

STT Kiém tra PVT Ham lwgng khi Ham lrgng
xuét xuwdng trong thoi han
sir dung
| Magnesi* mg/vién 62,0-112,4 62,0-112,4
2 Acid ascorbic (Vitamin C) mg/vién 67-120 64-120
3 Chiét xudt nhan sdm Panax chuin héa mg/vién 32-48 32-48
G115 Pharmaton*
4 Kém* mg/vién 8,0- 12,0 8,0-12,0
5 Sat* mg/vién 6,6-12,0 6,6-12,0
6 DL-alpha Tocopherol (Vitamin E)** mg/vién 10,1 - 18,0 9,6-18.0
) Vitamin B3 (Nicotinamide)** mg/vién 14,0-26,3 14,0-26,3
8 Acid panthotenic (Vitamin B5)** mg/vién 5,3-9,5 5,0-9,5
9 Pyridoxine (Vitamin B6)** mg/vién 2,2-4,2 2,2-4.2
10 Thiamine (Vitamin Bl)** mg/vién 1,8-3,2 1,7-3,2
11 | Riboflavin (Vitamin B2)" mg/vién 1,8-3.2 1,8-3,2
12 Mangan* mg/vién 1,6-2,4 1,6-2,4
13 Dong* mg/vién 0,8-1,5 0,8-1,5
14 Retinol (Vitamin A)** pg/vién 768- 1056 512-1056
15 Acid folic (Vitamin B9)** pg/vién 252 - 400 240 - 400
16 Selen* pg/vién 44-80 44-80
17 Biotin (Vit. B71 Vit. H)* ng/vién 30-57 30-57
18 Cholecalciferol (Vitamin D3) pg/vién 6,2- 9,0 4,8-9,0
19 Cyanocobalamin (Vitamin B12)* pg/vién 2,6-4,5 2,4-4,5

*Thue hién moi 10 16
**Thyc hién mdi 5 16

6. Chi tiéu an toan:
6.1. Chi tiéu vi sinh

STT Kiém tra PVT Gi6i han t6i da

1 Tdng sb lwong vi sinh vat hiéu khi *** CFU/g <2x10°

2 Tdng sd nAm men va nAm moc*** CFU/g <10°

3 Escherichia coli*** CFU/g khong c6 trong 1 g
4 Enterobacteriaceae (Vi khuan gram am chiu mat)*** CFU/g <10°

5 Salmonella spp. Salmonella spp (Ph. Eur., khong
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c6/25g) khong dugc thir nghiém vi
cong thirc vién nén di tic ché sy phat
trién cia Salmonella spp.

***Thyc hién mbi 5 16, d& nghién ciru do on dinh vao thdi diém diu va cudi cia nghién ciru do 6n dinh

6.2. Chi tiéu kim loai niing

STT Kiém tra PVT Giti han toi da
1 Chi (Pb)**** ppm (mg/kg) 10,0
2 Thiy ngan (Hg)**** ppm (mg/kg) 0,5
3 Cadmium (Cd)**** ppm (mg/kg) 1,0
4 Arsen (As)**** mg/kg 1.5

#+#¥Thyc hién trén 3 16 thuong mai dau tién, 16 tham dinh, sau d6 mét 16 méi nam, chi & thoi diém xudt xudng

16.
7. Chét liéu dong goi, quy cich déng géi:

a) Chit ligu dong goi: ,
* Bao bi so cap: chai thiy tinh mau ho phéach, day kin bang nap vin PP chong gia mao c6 gel hit am.
* Bao bi thit cdp: Hop carton.

Quy cich dong goi:
Hop 1 1o 30 vién, hop 1 1o 60 vién, hop 1 1o 100 vién.

b) Chét liéu dong goi:

« Bao bi so cip: Vi nhém/nhom.
* Bao bi thir cip: Hop carton.
Quy cach dong goi:

Hop 50 vién, 5 vi, mdi vi 10 vién.

8. Théi han sir dung
24 thang ké tir ngay san xuit.

9. Bio quan:
Bao quan trong hdp kin & nhiét d§ t6i da 30°C, tranh dnh sdng va do am.

CHU KY VA DAU CUA NHA SAN XUAT
Ngay: 25.04.2025

(dé ky)

Opella Healthcare Poland Sp. z 0.0.

Karina Cyzio
Truwéng phong chét hrong




Tdi, Nguyén Thi Mai Hién, CCCD sé: 001300010089 do Cuc canh sat quan ly hanh chinh vé trat tu xa
hodi cAp ngay 25/04/2021; cam doan dich chinh xéc gidy to/ van ban nay tir tiéng Anh sang tiéng Viét.

Ngudi dich

W
Nguyén Thi Mai Hién

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 05 thang 06 nam 2025 (Ngay mung nam, thang sdu, nam hai nghin khéng tram hai muoi
lam)

Tai Vin phong Cong chimg Nguyén Hué, dia chi tai sé 165 Giang V&, phuomg Cat Linh, quin Péng Da,
thanh phé HaN{ynG VIEN

Toi, Hﬂ!{% ( i o %{(fj@ - Cong chimg vién, trong pham vi trach nhiém ctia minh theo quy dinh cua
phéﬁ/{vkg{. | o

CHUNG NHAN

- Ban dich nay do ba Nguyén Thi Mai Hién, CCCD sb: 001300010089 do Cuc canh sat quan 1y hanh chinh
vé trét tu xa hoi cép ngdy 25/04/2021, 1a cong tac vién phién dich ciia Vin phong Cong chimg Nguyén Hug,
thanh phd Ha Noi, da dich tir tiéng Anh sang tiéng Viét.

- Chit ky trong ban dich dung la chir ky ctia ba Nguyén Thi Mai Hién;
- N§i dung cua ban dich chinh xac, khong vi pham phép luat, khong trai vai dao dire xa hoi;

- Vin ban cong chimg nay duogc 1ap thanh 2 ban chinh, méi ban gdbm []Z;‘ to, OZ/ trang, luu mdt (1) ban
tai Vin phong Cong chirmg Nguyén Hug, thanh phé Ha Noi.

S6 cong chimg: 0459 4 Quyén sé: 01 /2025 TP/CC-SCC/BD

CONG CHUNG VIEN

CONG CH(] .
p N VIEN
;{{W/ﬂ j&;’(j ﬂj/t;?x

s
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Opella Healthcare Poland Sp. z 0.0.

ul. Lubelska 52, 35-233 Rzeszéw, Poland

4.

PRODUCT SPECIFICATION

Product name: Health Supplement
Vietnam Product Name: PHARMATON VITALITY

Polish Product Name: Pharmaton Geriavit
Name and address of manufacturer:

Opella Healthcare Poland Sp. z o. o.
ul. Lubelska 52, 35-233 Rzeszow, Poland

Product general characteristics:
Dosage form: film - coated tablet

Color: brown
Weight/ volume of a unit dose: 772.8 mg * 5% (734.2 to 811.4 mg)

Product composition:

Each film-coated tablet contains:

Active ingredients:

Vitamin C (Ascorbic acid) (as Calcium ascorbate)

Magnesium (as Magnesium oxide, heavy)

Standardized Panax ginseng extract G115

Niacin (as Nicotinamide)
Vitamin E (DL-alpha Tocopherol) (as DL-a-Tocophery! acetate)

Zinc (as Zinc sulfate monohydrate)

Iron (as Ferrous sulfate, dried)

Vitamin B5 (Pantothenic acid) (as Calcium pantothenate)

Vitamin B6 (Pyridoxine) (as Pyridoxine hydrochloride)

Vitamin B2 (Riboflavin)

Vitamin B1 (Thiamine) (as Thiamine nitrate)

Manganese (as Manganese sulfate monohydrate)

Copper (as Copper sulfate, anhydrous)
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Specification code: 004/HS-Spec/RZE

80 mg
77.5 mg
40 mg
17.5 mg
12 mg
10 mg
8.3 mg
6.3 mg
2.8 mg
2.2mg
2.1 mg
2mg

1 mg



Vitamin A (Retinol) (as Vitamin A palmitate 1.7 MIU/g) 640 pg

Folic acid 300 ug
Selenium (as Sodium selenite) 55 g
Biotin 38 pg

Vitamin D3 (Cholecalciferol) 6 ug

Vitamin B12 (Cyanocobalamin) 3 g
Other ingredients:

Bulking agent - Cellulose microcrystalline (INS E460(i)), Carrier - lactose monohydrate,
Stabilizer - crospovidone (INS E1202), Emulsifier - modified food starch (INS E1450), Carrier
- glucose, liquid, spray-dried, Anti-caking agent - silicon dioxide/silica colloidal anhydrous (INS
E551), Carrier - sucrose, Carrier - gelatin (fish), Anti-caking agent - calcium stearate (INS
E470a), Carrier - corn starch, Antioxidant - sodium ascorbate (INS E301), Carrier - medium
chain ftriglycerides, Antioxidant - DL-a-Tocopherol (INS E307), Glazing agent - polyvinyl
alcohol part. hydrolyzed (INS E1203), Glazing agent - macrogol / PEG 3350 (INS E1521),
Anticaking agent — talc (INS E553b), Colouring agent — natural ferrosoferric oxide NF/ iron
oxide black (INS E172), Colouring agent — natural iron oxide red (INS E172), Flavour - natural
vanillin, synthetic (artificial) chocolate flavour [maltodextrin, gum arabic (INS E414), propylene
glycol (INS E1520), triacetin (INS E1518), caffeine].

5. Principal quality criteria:
(Content of active ingredients which create the effect of the product or identification of herbs

which create the effect of the product if unable to assay herbs’ active ingredients).

Sr. Test Unit Content Content
no. at release in shelf life
Magnesium* mg/tablet | 62.0-112.4 | 62.0-112.4
2 | Ascorbic acid (Vitamin C) mgftablet 67 - 120 64 - 120
3 (Satf‘ln:;r:i;c;:iat:inax ginseng extract mghtablet 32 .48 30.48
4 | Zinc* mg/tablet 8.0-12.0 8.0-12.0
5 | lIron® mg/tablet | 6.6-12.0 6.6-12.0
6 | DL-alpha Tocopherol (Vitamin E)** mg/tablet | 10.1-18.0 9.6 -18.0
7 | Vitamin B3 (Nicotinamide)** mag/tablet 14.0 - 26.3 14.0 - 26.3
8 | Panthotenic acid (Vitamin Bs)** mg/tablet 5.3-95 50-95
9 | Pyridoxine (Vitamin Bg)** mg/tablet 22-42 22-42
10 | Thiamine (Vitamin B1)*™* mg/tablet 1.8-32 1.7-3.2
11 | Riboflavin (Vitamin Bz)** mg/tablet 1.8-3.2 1.8-3.2

VV-QUAL-0798246 7.0



12 | Manganese* mg/tablet 1.6-24 1.6-24
13 | Copper* mg/tablet 08-1.5 08-1.5
Retinol
/tablet 768 - 1056 -
14 (Vitamin A)** Hg 512 - 1056
15 | Folic acid (Vitamin Bg)** pgltablet 252 - 400 240 - 400
16 | Selenium* pg/tablet 44 - 80 44 - 80
17 | Biotin (Vit. B7 / Vit. H)* pgltablet 30-57 30-57
18 | Cholecalciferol (Vitamin Ds) pg/tablet 6.2-9.0 4.8-9.0
19 | Cyanocobalamin (Vitamin B12)* Hgltablet 26-45 24-45
*To perform each 10" batch
**To perform each 5" batch
6. Safety criteria:
6.1. Microbiological criteria
Sr. | Test Unit Maximum rate
no.
1 | Total viable aerobic count*** CFU/g < 2x10°%
2 | Total yeast and molds*** CFU/g <102
3 | Escherichia coli*** CFU/g absentin1g
4 | Enterobacteriaceae CFU/g <102
(Bile-tolerant gram negative
bacteria)*** o
5 | Salmonella spp. Salmonella spp (Ph. Eur., absent/25g) is not tested,
as the formulation inhibits the growth of Salmonella
spp.

***To perform each 5% batch, for stability study at the beginning and the end of stability study

6.2. Heavy metal criteria

Sr. Test Unit Maximum rate
no.

1 Lead (Pb)**** ppm (mg/kg) 10.0

2 Mercury (Hg)**** ppm (mg/kg) 0.5

3 Cadmium (Cd)*** ppm (mag/kg) 1.0

4 | Arsenic**** mglkg 1.5

****To perform on the 3 first industrial batches, for validation process or deviation, then one batch
per year,

at release only
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Packaging material, presentation:

a) Packaging material:

 Primary packaging: amber glass bottles, closed with tamper evident PP screw cap
with desiccant gel.

¢ Secondary packaging: Carton boxes.

Presentation:
Box of 1 bottle of 30 tablets, box of 1 bottle of 60 tablets, box of 1 bottle of 100 tablets.

b) Packaging material:
e Primary packaging: Alu/Alu blisters.
¢ Secondary packaging: Carton boxes.

Presentation:
Box of 50 tablets with 5 blister trays consisting of 10 tablets each.

Shelf-life
24 months since manufacturing date.

Storage:
Store in a tightly closed container at maximum 30°C, protected from light and humidity.

MANUFACTURER'S SIGNATURE AND STAMP
Date: 25.04.2025

,,,%ﬂ%ﬁewweée
g

Karina Lyzio
Kierownik Pibnu Jakoéci
Site Quality Head

(IJpella Healtheare Poland Sp.zo
ul. Mareina Kasgn‘aka 6, 01-211 w;rsza'o.
i Lubef;im W Rzeszowia "
NIP: St 352, 35-233 Rzeszéw
3 68-64, REGON: 387093705
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