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Hazna npoayicry: JIAKOBAJL, raGneTxy sKpUTI niBKOBOIO 0GOIONKOW 1O 500 MKT: “E o e
Name of product: DIACOBALS, film coated tablets, 500 meg "; e 5
Cua pif: Mernnkobanamin — 500 mMxr ) OIRATIE
Strength: Methyleobalamin — 500 meg & Oy =
Cepin Ne / Bateh No. SDJ4006 Poswiip yoaonwit / Package size:  Ne30 (10x3) "1_.1’5,’,,/,
Pecerp. Mo/ AR.No.: FPA438/24 Tnn ynaxoskn / Pack type: Bnicrep / Blister

Po3rtip cepit/ Batch size: 200 000 7uG/ftab Jata suroroBnemis / Mifg, date:  06.2024

Kin-rto ynarosowx / No, of packs: 6 666 Tepmin npraathoeri/ Exp. dater 05,2026

Kpataa / Market: UKR

Pecerpaniitie nocniguensa Ne: TepMin mii HeoOmencendi

Registration Certificate No.: UA/16294/01/01 unlimited validity

Ne n/n Hazpa ananizy Creunixanis PesynwraTn auanizy
Sr. No. Test name Specification Test result
Onucanne Kpyranic nsosxopbimysabie TabieTKH, MOKPLITME CooTtpercrryer
nneHouHoi oboiovKkoN KOPHYHEBOro HReTa.
L Description Brown colour, standard biconvex round shaped film Complies
coated tablets.
Mpenrnpakais
MernnkaGanamny Bpema  ymepxupanms  OCHOBHOIO ik Ha CoorpeTcTRYET
SPOMATOTPAMMAX HCHBITYEMOr0 H  CTAHEAPTHOTO
PACTBOPOR, TIOMYUeHHETX B yonoBHAX
KOMMECTREHHOIO ONMPEACNel s, ACDIHO COBNALATS,
JKenesa oo KpachLii Ofpasopante KPacHOTO OKPALIMBANHMS ¢ AMMOWIA CooTsercTByet
THOLHAHATOM
TrraHa noxcux Ofbpazopanie KeNTOro OKpPAUNIBAANA ¢ pactsopos | CooTsercTyeT
2 BONOPOAA HEPOKCHIA
Identification
Methylcobalamin The relention time of principal peak in the Comyplies
clromategram of test solution and standard salution
should be coincide in assay.
Iron oxide red With ammoninm thiocyanate solution preduces red Complies
color
Titanium dioxide With hydrogen peroxide solution produce yellow Complies
color
Cpeauss sacca 103,5mr+5.0% 101,6 mr
3
Average weight 103.5 mg 5.0 % 101.6 mg
OAHOPORNOCTE NO3HPOBAHHEIR AV ZL1, roe L1=15,0 13,2
4 SIULHHLY
Uniformity of dosage units AV<LI, where L1=15.0 13.2
Pacrniapaemoctn He Bonee 30 am 3 mun 45 cex
3 Disintegration NMT 30 minutes 3 min 45 sec
Pacraopenuc He menee 75 % (Q) 3a 30 nun 120%
¢ | Dissolution NLT 75 % (Q) in 30 min 120 %
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Nen/n Hazpa ananizy Crenydiranin PesyapTaTit anpnisy
Sr, No. Test name Specification Test result
Kommecrsenuoe onpegenenne Or 100 % no 130 % MertnxoGanamuna & Tabnerke | 101,8%
(o 3agmiIeHHOTO KOAUECTEA)
7 Assay 100 % ~ 130 % of Methylcobalamin per tablet of | 101.8%
label claim
OcTarounsie kommecTna Haonpomunoemit cmupr — re Gonee 5000 ppm 138 ppm
UPFAHYIECKIIX pacTiOpyTeneli Mertnnenxnopig - ye Gosee 600 ppm He praeneno
8 | Residual solveas Isopropyl alcohol: NMT 5000 ppm 138 ppm
Dichloromethane: NMT 600 ppm ND
MuxpoGuonorimeckas yucToTa Ofmee ‘uweno  aspo6HLIX MHKDOOPTaHH3MOB
{TAMC) e Gomes 10° KOE/r., <10 KOE/r
Obwee IHEA0 HPONOKEBLIX It TIECHEBBLY rprbon
(TYMC) ne Gonee 102 KOEM. <10 KOE/r
Oroyretsue Escherichia colin 11 nperrapara, Oreyrerbyer
g
Microbiological purity Total agrobic microbial count (T AMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count {TYMC):
NMT 10?2 CFU/p, <10 CFU/g
Escherichia coli must be absent/g. Absent

BHCHOBOK: / CONCLUSION:

Tipanyicr ssrororneno,

The product is menufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cTannapram ta pnmoran GMP,

It complies with GMP standards and requirements.

Jlivensis na vupomimso nikapeskux 3aco6is:

Licence for medical products production:

U niarnepmayso, vio nei srpoGnui cranis g wici cepit roTosol npouy
nacTanoei 3 GMP, sarsepapxeniit Minictepermom oxopon 3J10poa’s Yy

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in firll com

Ministry of health of Ukraine and wi

Ceprindixar Ne 080/2023/GMP
Certifieate No. 080/2023/GMP

Cepin AB Ne 598054
Bateh AB No. 598054

plinnee with the GMP requirements of the
cnts of the Marketing Authorisation file of the destination countey. ’

YTaKoBaNo Ta NPOARANIIOBAHO STIUHO 3 BHMOTAMIT PECCTPALIHOLG NOCBIAMCHHS.

Kuit Gy apificeeni & nosutl vianowanoet 3 BHMOPaK, 33IHAMCNHME B YuRRil
PATING, § 3 MMOTEMM PeCCTPALIEOrO 10cke Kpafts npuIAYeny,
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CEPTHWIKATI

M 1@5113. naGoparopiero BICA /Hauamnnk BIO) Vno:?!-xonmr:ena ocoba
Analytical Chemist ['QC Lab In-charpe F QC Head Qualified Person :
In’a/Name: !l‘umi{{llt%\-t 0 | Ceom Jx.6a K i q&-ﬂ-&oa erate 13 %L‘}Mﬁéﬁé&‘/qﬁ’ .
Nimnnc/Signature: '/}U'pr’ Ceceay T Creed _ (ﬁ%,@“g@gg{ce# 4
Hara/Date: 01‘/ 0 S!/ At erloglag o pfay cf A?X/oiﬁf’ ’
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