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JTEPJKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npoB. CeiTimynoi Hanii, 3, M. Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SAKICTh BBE3€HOI0 B YKPaiHy JIIKaPChKOro 3aco0y

29.10.2023 Ne 52843/23/10

HEAPOBIOH B 1

(HaliMeHyBaHHA JiKapchKoro 3acofy 3riiHO 3 peecTpauifHUM MOCBIAYEHHIM)
Ta0JeTKH, BKPUTI 060J10HK010; Mo 10 TaGjieTok y GJicrepi; mo 2 OaicTepu y KapTOHHIH

KopoOumi

(popma BHITYCKY, N03YBaHHA, BUI NaKyBaHHA JiKapCchKoro 3acoby)

Homep peectpauiiinoro nocsinuents UA/5409/01/01 crpok aii peecrpauiitnoro nocsiguenns 01.01.2099

Cepis nikapebkoro 3aco6y Ne 331023A Kinbkicts BBE3€HOrO nikapeskoro 3acoby 37180
Bupo6HHK ITi enn Jxi Xenc Octpis 'mOX enp Ko. O, ABcTpis B

(HaiiMeHyBaHHA BUpOOHHKA Jikapcbkoro 3acofy, kpaiHa MoXoLKEeHHs)

BBe3eHo B YipalHy Tosapucrso 3 oOMekeHo0 BinnoBizanbuicTio "'p. Peaai ¢
JlaGoparopis", inenr. kom: 37560808

(HafiMeHyBaHHs Ta ko 3a EI[PTIOY opuamuHoi ocobu abo npizsuie, imM's, 1o 6aTbKOBI (H3HIHOI
0cobH - MANPUEML, il MiCUE NMPOXUBAHHSA Ta peecTpaLifnuii Homep 06NiKoBOT KaPTKH MarHKa
rnoJIaTKiB abo cepisa Ta HOMED racrnopra)

MporokoJ BisyansHoro konrpoo Big 27.10.2023 Ne 3407/1.

3a pesynbTaTaMH AEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, 1O JlikapCbkud 3acid BBeseHo B YkpaiHy 3

JOTPUMAHHSIM BHMOT 3aKOHOJABCTBA L0/0 3a0€3neueH s SKOCTi JTikapChKHX 3aco0iB.
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CERTIFICATE OF QUALITY

(10x2)

1 tablet contains: 100 mg Thiamine disulfide,
200 myg Pyridoxine hydrochloride, 200 mkyg
Cyanocabalamin _

Product : NEUROBION, coated tablets Ne20  [Country of manufacturer : Austria

Batch No: 331023A Batch Quantity

37.180  packs

Analytical Report No: B-20230706-81607

Date of Analysis : 11/08/2023

Date of Manufacture: 22/06/2023 | Date of Expiry : 05/2025
Registration certificate no: UA/5409/01/01 Valid till: uniimited
Order of MOH No: 2128 dated :01/10/2021 - B _ L
ISize and type of the package: |10 tablets in blister; 2 blisters per carton with
. labeling in Ukrainian and English languages
Name, address and numbers of the licenses of P&G Health Austria GmbH & Co. 0G,
manufacture and quality control: Hosslgasse 20, 9800 Spittal an der Drau,
Austria; #480021 _ o
Ne | Test . Specification __.Result
1 | Description Off-white, glossy, round, biconvex coated | conforins
b _ tablets =~~~
2 | Identification |
2.1 | Thiamine disulfide The retention time of the peaks in the conforms
Pyridoxine chromatogram of the test solution should conforms
hydrochloride correspond to the retention time of the 1
Cyanocobalamin peaks on the chromatogram of standard | T —_
solution,
2.2 | Titanium dioxide (not Yellow-orange color
__|reqularlyperformed) | | Aok jester.
3 | Theoretical weight 700 mg
3.1 | Average weight 670-730 mg 681 mg
3.2 | Dimensions
thickness Near 6.2 mm conforms
diameter ‘Near 12.2 mm conforms
4 | Disintegration time | Not more than 60 min (in water 36-38°C) | < 23 min
5 | Content of uniformity | Must be in line with Ph. Eur. Art. 2.9.6 not tested
of Cyanocobalamini *
6 | Dissolution
Thiamine disulifide After 45 min, Q =75 % 100%
Pyridoxine
hydrochloride After 45 min, Q = 75 % 1029
Cyanocobalamin After 45 min, Q = 75 % ]
________ 0%
| Remarks : The product confirms to above specifications | Opinion : APPROVED
Tested by | Document Checked by |Quality Assurance
Schiller Annette - Geupen Q'%MM SR head DES'WQWABL\LLMS
06.5ep. 208 St | (M 13 8ER/023
Date : | *hat: D\ 'SEP ZﬂB £

P&G Health Austria GmbR¥&\ LV
Hasslgasse 20 » 9800 Spittal a ‘\;; o
Telefon +43 (0)4762 51 51-0 \

Telefax +43 (0)4762 51 51-440

WWW.pg.com

rmskiagenfurt FN 16875%a
UID-Nr. ATU43740706

viselallschaft (06)
SaiPSpittal an der Drau




et

Order of MOH No: 2128

CERTIFICATE OF QUALITY

Product : NEUROBION, coated tablets N°220
(10x2)

1 tabiet contains: 100 mg Thiamine disulfide,
200 mg Pyridoxine hydrochloride, 200 mkg
'ICyanocobalamin

Country of manufacturer : Austria

Batch No: 331023A

_|Batch Quantity

T

37.180  packs

Analytlcal Report No: B-20230706-81607

e
:

Date of Analysis : 11/08/2023

Date of Manufacture: 22/06/2023

Registration certificate ho: UA/5409/01/01

Date of Expiry : 05/2025
IValid till: unlimited

dated :01/10/2021

R

Size and type of the package:

10 tablets in blister; 2 blisters per carton with
labeling in Ukrainian and English lanquages

Name, address and numbers of the licenses of
manufacture and quality control:

P&G Health Austria GmbH & Co. 0OG,
Hosslgasse 20, 9800 Spittai an der Drau,
Austria; #480021

7 | Assay

Thiamine disulfide
Pyridoxine
hydrochloride
Cyanocobalamin

95-105 mg/tabl.

220-260 ug/tabl.

190-210 mg/tabl.

8 | Purity determination
Purity of
Cyanocobalamin
Hydroxocobalamin - | <
| Each unidentified <
degradation product
Total unidentified
degradation product
Purity of Pyridoxine
hydrochloride |
Each unidentified
degradation product
Total unidentified
degradation product
Purity of Thiamine
disulfide

Each unidentified < 0.2%
degradation product
Total unidentified |
degradation product

1A

0.2%

IA

1%

IA
=t

Qo
o

0.5%
0.6%

1.0%

<0.1%

<0.1%

<0.1%
<0.1%

P&G Healith Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau « Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

www.pg.com

Remarké : The product conflrms to abovg SpeCifI n : APPRO\{ED
Tested by | Document Checked b iy
Schiller Annette | GRUPER OGN L arissa /7
0 6. Sep. 2023 Lt Q\’Ws\ SSEP 2023 b_/( Q .
Date : Date: UD OEP 2023 § _ !- |

LID-Nr. ATU43740706
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CERTIFICATE OF QUALITY
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Product : NEUROBION coated tablets N220
(10x2)

1 tablet contains: 100 mg Thiamine disulfide,
200 mg Pyridoxine hydrochlorlde, 200 mkg
ICyanocobalamin

lCountry of manufacturer : Austria

Batch No: 331023A

Analytical Report No: B- 20230706-81607

Batch Quantity :  37.180  packs
Date of Analysis : 11/08/2023

Date of Manufacture: 22/06/2023

[Date of Expiry : 05/2025

Registration certificate no: UA/5409/01/01

“alid till: unhmlted

Order of MOH No: 2128 dated :01/10/2021

Size and type of the package:

10 tablets in blister; 2 blisters per carton with
labeling in Ukrainian and English languages

Name, address and numbers of the licenses of
manufacture and quality control:

PG Health Austria GmbH & Co. 0OG,
Hosslgasse 20, 9800 Spittal an der Drauy,
Austria; #480021 1

[ Must be in line with Ph. Eur. Art.5.1.4

‘not tested

||||||||||||| PP TTTTTTI T LT PRITTI Ty

~'to do the test of every 5“‘ batch by sampling method
- to do the test at the end of shelf life

Declaration of certification: "I hereby certify that the above information is authentic and accurate.
This batch of product has been manufactured, including packaging/labelling and quality control at the
above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP”,

Remarks - The product conf:rms to above specifications | Opinioh : APP ROVED |
| Tested F‘ ler Ann ette | Document Checked by Quality Assurance
‘ iller | GRIper RSN Name/DesigiERMANN Larissa |

"5:,33""2“23 e | G ' 13 SEP 2023 ]/, |
ooim i\ [Dwe: OB SP 73 [oater .Y

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau + Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

www.pg.com :

i hlischatt (OG)
SHayfSpittal an der Drau

wiziesiitgenfurt FN 168769a
UID Nr ATU43740706




