HanMmeHnoBanue JICKAPCTBCHHOI'O

npenapara
Jdo3upoBka/AKTHBHOCTH
JlekapcTBenHas gopma

Pa3mep/Tun ynakoBku

Homep cepun (HepacacoBaHHOrO

MPOYKTAa)

Homep cepun I'TI

CTtpana Ha3HaYeHUs

Ne PY/Per. Ne kiuH. uciien.
Jara npousBoacTBa

Cpok rogHocT

Jara BbInmycKa

KoanuecTBO MPOU3BEICHHBIX
YIIaK0OBOK

ApXHBHBIA HOMeP

ILmomankn

OTKJIOHEeHHuA

BuyTpennnii koa/Onucanue
Kon 3aka3unka

Kaacc

Homep 3aka3a Ha ymakoBKY

Cepusi BbINYIIEHA HA PHIHOK

171

ReciPharm

OTJINYHO I OusHeca

Cepruduxar Ha cepuio

BUT'AHTOJI

0,5 MI'/MJI + 20000 ME

Kamnu

®JIAKOH TEMHOI'O CTEKIJIA, 10 MJI X 1
23GQO039

23GQ039

Poccuiickas ®denepanus
P NO11712/01

07.2023

07.2028

29.08.2023

485 210 .

2028/2023

IIponsBoacTBeHHas miomanka / [lnomanaka KoHTpOIsA KavyecTBa /
Il1omagka BeIMycKa:

Jlyzomenukamenta Cocrenane Texkanka @apmaceyTuka, CA
Omtpana Koncunbsepu [legposy Ne 66, 69 — B

Kenym-ge-Bbaitry 2730-055 bapkapena / Iloptyranus

Howmep npoussoactenHoit munensun: F021/001/2022

Homepa cepTudukaToB COOTBETCTBHS NPOU3BOAUTEINS TPEOOBAHHUAM
Hannexaime#i npousBoncteeHHol npaktuku: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

OTKJIOHEHUS C IOTEHIIMAILHEIM BIMSHAEM Ha KQUECTBO M COOTBETCTBHE:
O Ja
X Her

9136012 - BATAHTOJI, MACJISIHBIH, 0,5 mr/ma (10 M), PYC
81756576
I'TI: TIn sux xu MHTEpHAIIHI

900000956326
Ja
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ReciPharm

OTJIIMYHO /151 On3Heca

JIy3zomenukamenta Coceenane TekHuka @apmaceytuka, CA JlaTa mpousBoJcTBa: 07.2023
Octpana Koncunbepu Ileaposy, 66, 69-B CpOK rOJTHOCTH: 07.2028
Kenynr-ne-batinny JlaTa ananm3a: 08.2023
2730-055, bapkapeHna

[TOPTYT AJINA

Cepruduxar anammsa
BUT'AHTOJI, MACJISIHBIU, 0,5 mr/ma (10 i), PYC
Cepus: 23GQ039

Ilokazarenn Crnenunduxanun Pe3ysbTaThl
Onucanune IIpo3paunslif, BA3KHI pacTBOp, cierka »kearoBaToro COOTBETCTBYET
L{BeTHOCTD I[BeTa, OKpalleH He Ooyiee MHTEHCUBHO, yeM pacTBOp COOTBETCTBYET
cpaBHeHus Y3 Esp. @.
Kucnornoe gnciio He 6oiee 0,2 0,0
OrHocurenbHas woTHOCcTh (20 °C) 0,940 - 0,950 0,947
IToxazarens npenomiuenus (20 °C) 1,440 - 1,452 1,450
Jlo3upoBka 1 OTHOPOAHOCTh Macca 10 xanens: 0,235+ 15 % (=0,20 - 0,27 1) CooTBeTcTBYET
JI03UPOBAHUS eanangHAsA Macca + 10 % ot cpemneit Maccsl
IMoanuaHOCTS KONMEKanbuupepona  BpemeHa ynepkuBaHus MHKOB Konekanbiwdepona B CooTBeTCTBYET
(BOXKX) UCIBITYEMOM U B CTaHAAPTHOM pPacTBOpax JOJDKHBI
COBIIA/IATh.
KonunuectBenHnoe onpenenenue 95%-105% 101 %
konexanbuugepona (BOXKX)
Xumnueckas yucrora (BOXKX) He 6onee 1,0 % <0,1 % (BY)
CymMMa n30MepoB
Xumrmaeckas guctota (BOXKX) He 6oiee 1,0 % <0,1 % (BY)

JIro6oii npyroii He onMMCaHHbBIN B

cneuuuKau IpoIyKT

pasnoKeHust

Xumrmaeckas guctota (BOXKX) He 6oiee 2,0 % <0,1 % (BY)
CyMMa H30MEpOB U HE ONKCAHHBIX B

crienuUKaIuu MPOIYKTOB

Ppa3ioKeHus
Howmep perucrpannoHHOTO TINO011712/01 CooTBeTCTBYET
YIOCTOBEPEHHS

IIpomsBoncteo ADC JCM Hytpuman [pogakte @panc CAC, @pantuss  CoOTBETCTBYET
AHaIUTHYECKAs CChITKA: TINO011712/01 ot 17.01.2023 CooTBeTCTBYET

HopmatuBHas toKyMeHTanus

3aKTIOUYeHre: COOTBETCTBYET CIIEITUPUKAIIHSM.

HacrosmmuM moarBepskparo, 4To AaHHAs MH(OpMaIMs SABIAETCS NOCTOBEpHOW M TouHOH. [laHHas cepusi mpemapara ObLia
HPOM3BE/ICHA, BKIIIOYAs YIIAKOBKY/MapKHPOBKY M KOHTPOJIb KaUeCTBA HA BhILICYKa3aHHOI IUIOIMIAKE, B IIOJHOM COOTBETCTBUH C
tpeboBaHussMH GMP MeCTHOro peryisTOpHOTO OpraHa M B COOTBETCTBHM CO CHEHM(HUKALMAMH B PErHCTPALMOHHOM
YIIOCTOBEPEHHN CTpaHBI-UMIIOpTepa. [IpOTOKONBI MPON3BOJACTBA, YIAKOBKH M aHAJIW30B CEPUH OBLIM IPOBEPEHBI U IPH3HAHEI
cootBercTByromumu GMP.

/momnuca”o/

Ana ©Ounnuna Pamoc Ceprudukar moAmucaH 3IIEKTPOHHOH MOAMUCHI0 B cucteMe SAP,
Bepcus Boiycka 740, B 16:20:48 29.08.2023

Y1onHoMo4YeHHOE JIUIIO



Reci hra rm

Name of product
Strength/Potency
Dosage form

Pack size/type

Batch number (bulk)
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
23GQ039

23GQ039

Russian Fed.

P N011712/01
07.2023

07.2028

29.08.2023

485210 PC

2028/2023

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: F021/S1/MH/004/2022;
F021/S1/ME/003/2022

Deviations with impact in quality and/or compliance:
O Yes
K No

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

Prod Acabado P&G Int

900000956326

Yes




Reci harm

Lusomedicamenta Sociedade Técnica Farmacéutica, SA

Estrada Consiglieri Pedroso, 66, 69-B
Queluz de Baixo
2730-055 Barcarena

Expiry Date:
Analysis Date:

Manufacturing Date:

2/2

07.2023
07.2028
08.2023

PORTUGAL
Certificate of Analysis
VIGANTOL OIL 0,5mg/ml (10 ml) RUS
Batch: 23GQ039
Tests Specifications Results
Appearance Clear, slightly yellowish to light yellow, viscous Complies
solution.
Color Color of the solution should compare favorably with Complies
the 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 1,450
Dosage and uniformity of dosage Mass of 10 drops: 0.235g + 15% (= 0.20 - 0.27g) Complies
single mass + 10% from the average mass
Identification Cholecalciferol (HPLC) The retention time of the cholecalcipherol peaks in Complies
samples and standard must agree.
Assay Cholecalciferol (HPLC) 95 % - 105 % 101 %
Chemical purity (HPLC) Sum of Isomers Max 1,0 % <0,1% RT
Chemical purity (HPLC) Each other Max 1,0 % <0,1% RT
unspecified degradation product
Chemical purity (HPLC) Sum of isomers and  Max 2,0 % <0,1% RT
unspecified degradation products
Marketing Authorisation Number P N0O11712/01 Complies
API Manufacture DSM Nutritional Products France SAS, France Complies
Analytical Reference: Normative P N0O11712/01 dated 17.01.2023 Complies

Documentation

Conclusion: Complies with specifications.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including

packaging/labeling and quality control at the above mentioned site(s) in full com
Authority and with the specifications in the Marketing Authorization of the importi
records were reviewed and found to be in compliance with GMP.

/‘L"“ Tllara @m.c

liance with the GMP requirements of the local Regulatory
ng country.The batch processing, packaging and analysis

Ana Filipa Ramos
Qualified Person

Certificate electronically signed in SAP release version 740 in 29.08.2023 16:20:48



	Vigantol COA RUS ПЕРЕВОД
	Recipharm-Vigantol Oil RUS-23GQ039.pdf



