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OTIMYHO [ Gu3neca

ReCiPharm

JlyzomenukamenTta Cocbenane TexkHuka Qapmaceytrra, CA Jlara npoussoncrsa; 07.2022
Ocrpana Koncunsepu [enposy, 69-B Cpox ronHocTy: 07.2027
Kenyu-ne-Baiinry Jara ananuza: 09.2022
2730-055, bapkapena

TMTOPTYT AJIHA

Ceprudukar ananusa
BUT'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 ma), PYC

Cepus: 22GQ138
Ioka3zarenn Crieunduxamum PesynbTaThl
Omnucanue [Mpo3paurblif, BA3KHE pacTBOp, CETKa eJITOBATOrO CoorsercrByeT

LBeTa, OKpaiueH He $0JIee HHTEHCHBHO, YeM PACTBOP
cpaBnenns Y3 Esp. @.

KucmorHoe yucio He 6onee 0,2 0,0
OrgocuTensnas wiotHocts (20 °C) 0,940 - 0,950 0,947
[Toxazatens npenomuenus (20 °C) 1,440 - 1,452 1,449
Jlo3MpoBKa H ONHOPOAHOCTE Macca 10 kanens: 0,235 r+ 15 % (= 0,20 - 0,27 ) CootsercrByer
JO3UPOBAHMA enubudHas Macca = 10 % oT cpenHel Macenl
HoxmaurocTs konexkansuudepona  Bpemena yAepKUBAaHHA MHKOB KOJMeKaTbuudepona B CootBeTcrayer
(BOXX) MCIIBITYEMOM M B CTAaHAAPTHOM DPACTBOpax JOJKHBI

COBIIAJATE.
KosnnuecTBenHoe onpeneneHue 95 %- 105 % 104 %
xonexansiHpepona (BIXKX)
Xumudeckasn yucrora (BOKX) He Gonee 1,0 % <0,1 % (BY)
Cymma H30MepoB
Xumuueckas uyucrora (BOXX) He Gonee 1,0 % <0,1 % (BY)

Jhroboit npyroit He onucaHHEIH B

CrHelHDHUKALINH TPONYKT

pasnoKeHHa

Kumnueckas yncrora (BIXX) He 6Gonee 2,0 % <0,1 % (BY)
CyMMa H30MEPOB U HE ONKUCAHHEIX B

crielHpHKalHu IPOAYKTOB

PasIOKEHHS
Homep perucrpaunontoro IINO11712/01 CootserctByeT
YIOCTOBEPEHHS

[Ipoussoncreo ADGC JACM Hyrpumnn [ponaxre ®panc CAC, ®panups  CooTsercTByeT
AHAIMTHYECKAs CCBUTKA! ITNO11712/01 - 190318 nuioc Msmenenne Nel k HII; Cootserctayer
HopmaTtHBHasg OKyMeHTalHs Hamenenue Ne2 k H/T; Msmenenne Ne 3 k HJT

3aK/IFoYEHHE: COOTBETCTBYET ClEHHKALMAM.

/moanucaso/

Ana Oununa Pamyun Ceprudukar noamucan >EKTPOHHOH MNOANMCHIO B cucTeMe SAP,
Bepcud Beinycka 740, B 09:07:48 20.09.2022

YnoaHoMOYeHHOE IO



HaumenoBanue JEKapCTBEHHOI' 0
npemapara

Jo3upoBKa/AKTHBHOCTE
JlexapcTBennas gopma
PasMep/THn ynakoBkH

Homep cepuu (Hepacdacosannoro
NpOaYKTAa)

Homep cepun 'l

Crpana HazHAYeHHSs

Ne P¥/Per. Ne knmn. ueaen.
Jata npouseoacrea

Cpok rogHoctT

Jdara BeInycka

Konnyecrso npoussenennnix
YNAaKOBOK

ApXHBHBIH HOMep

ILnomanxu

OTknodeHus

BayTpenuumii koa/Onncanue

Kon 3axkazyuka
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ReciPharm

OTJIHYHO 114 OusHeca

Cepruduxar Ha cepuio

BHUI'AHTOJI

0,5 MI'/MJI + 20000 ME

Karumu

@JIAKOH TEMHOI'O CTEKJIA, 10 MJI X 1
22GQ138

22GQ138

Poccuiickas Qenepanps
P NOI11712/01

07.2022

07.2027

20.09.2022

488 130 .

1749/2022

IMpoussoacrBennas naomanka / Iaomaaka KOHTPOJIsl KayecTBa /
Ilnomanxa BeInycka:

Jlyzomenuxamenta Cocshenane TeKHHKA Papmaceyrika, CA
Dwrtpana Koncuneepn Ienposy Ne 66, 69 — B

Kenym-ne-baitmy 2730-055 Bapkapena / [Topryranus

Homep npoussoncreenHoi muuensum: F021/001/2020

Homepa cepruduxaros cooTBeTcTBUA NPOU3BOAUTENS TpeboBaHMAM
Hannexaiuell npoussoncreenHoii npaxtuku: FO21/S1/MH/00 1/2020;
F021/S1/ME/001/2020

OTKJIOHEHHS C TIOTEHIMANBHBIM BIIMSHUEM HA KAYECTBO U COOTBETCTBHE!
O da
X Her

9136012 - BATAHTOJI, MACJIAHBIH, 0,5 mr/mn (10 M), PYC
81756576

Knacc I'TL: TTu sun oxn MeTepHs s
Homep 3aka3a Ha ymakoBKy 900000951294
Cepust BBINYIEHA HA PHIHOK Ha

Hacrosmum moarsepx#aaro, 4To faHHas HHPOPMALIA ABILIETCS ROCTOBEPHOIT 1 TouHOH. JIaHHas cepust npenapata Gbuia IIPOM3BEIEHA

3

BRIFOY2A YIIAKOBKY/MapKUPOBKY ¥ KOHTPOJIb KAUECTBA Ha BLILEYKA3AHHOMN MIOIIAKE, B HONHOM COOTBETCTBHM ¢ TpeGosanusamMu GMP
MECTHOTO PEIYJATOPHOrO OPraHa M B COOTBETCTBMM CO CICLM(UKAUMAME B PErHCTPALOHHOM YIOCTOBCPEHUH CTPaHBI-MMIIOPTEPA.

TTpoTOKOJIB IPOH3BOACTRA, YIIAKOBKH M aHAJH30B cepyu ObLH

/moanucano/

TIPOBEPEHEL M PU3HAHBI COOTBETCTBYIOIIHMHI GMP,

Ana Oununa Pamym

VIOTHOMOYEHHOE JTMLIO

Cepruduxar noAmucan 31eKTPOHHO MOANUCHIO B CHCTEME SAP, repcus
Bbinycka 740, 8 09:07:48 20.09.2022

JlysomenuxamenTa Cochenane TexHuka Papmaceytuka, CA
Ocrpana Koncunnepu IMenposy, 69-B - Kenym-ne-Batury - 2730-055 bapxapena - [IOPTYI" AJIHA



ReciPHa rm

Name of product
Strength/Potency

Dosage form

Pack size/type

Batch number (buik)

Batch Number FP

Country of destination
Marketing/Clin Trial Aut.N°
Date of manufacture
Expiry date

Date of Release

Number of packages produced
Archive number

Sites

Deviations

Internal Code/Description
Customer code

Class

Packaging order number
Batch released for market

Batch Certificate

VIGANTOL

0,5MG/ML + 20000 U
Solution / Suspension
10ML AMBER GLASS BOTTLE X 1
22GQ138

22GQ138

Russian Fed.
PNO11712/01
07.2022

07.2027

20.09.2022

488 130 PC

1749/2022

Manufacturing site / Control site / Release site:
Lusomedicamenta Sociedade Técnica Farmacéutica,SA
Estrada Consiglieri Pedroso N°66,69-B

Queluz de Baixo 2730-055 Barcarena Portugal
Manufacturing Authorisation Number: F021/004/2022
GMP Certificate Numbers: F0O21/S1/MH/004/2022;
F021/S1/ME003/2022 .

Deviations with potencial impact in quality and compliance:
Yes
1 No

9136012 - VIGANTOL OIL 0,5mg/ml (10 ml) RUS
81756576

Prod Acabado P&G Int

900000951294

Yf_es
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Lusomedicamenta Sociedade Técnica Farmacéutica,SA  Manufacturing Date: 07.2022
Estrada Consiglieri Pedroso, 66, 69-B Expiry Date: 07.2027
Qudlizde Balva Analysis Date: 09.2022
2730-055 Barcarena
PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 mi) RUS
Batch: 22GQ138
Tests Specifications Results
Description Clear, slightty vellowish, viscous solution, not more  Complies
intense in color than Ph. EUR color reference
solution Y3.
Acid Value Max 0,2 0,0
Relative density (20°C) 0,940 -0,950 0,947
Refractive Index (20°C) 1,440 - 1,452 1,449
Dosage and uniformity of dosage Mass of 10 drops: 0.235g = 15% (= 0.20 - Complies
0.27g) single mass + 10% from the average mass
Identification Cholecalcifercl (HPLC) The retention time of the cholecalcipherol peaks in  Complies
samples and standard must agree.
Assay Cholecalciferol (HPLC) 95 % - 105 % 104 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % < 0,1%(RT)
Chemical purity {HPLC) Each other Max 1,0 % < 0,1%(RT)
unspacified degradation product
Chemical purity (HPLC) Sum of isomers Max 2,0 % < 0,1%(RT)
and unspecified degradation products
Marketing Authorisation Number PNO11712/01 Complies
AP! Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P NO11712/01 - 190318 plus Variation N°1 to ND; Complies

Documentiation

Variation N°2 to ND; Variation N°3 to ND

Conclusion; Complies with specifications.

I hereby certif

Eackag|ngflabe ing and qua[ia%r control at the above mentioned site(s) in full compliance with the GMP requirements o
h the specifications in the Marketing Authorization of the im
nackaaing and analvsis rerords were reviewed and found to be in compliance with GMP.

egulatory Authority and wi

_/‘Euﬁ ()[':chz @Wvﬁ

that the above information is authentic and accurate. This batch of product has been manufactured, includin

f the loca

porting country.The batch processing,

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 20.09.2022 09:07:48



