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CEPTHUQIKAT SIKOCTI

CERTIFICATE OF QUALLTY

N1

Haspa npoaykry:
Name of product:

TIAKOBAJL, TabnerkH BKPHUTI [AIBKOBOIO 00010HK010 110 500 MKE

DIACOBAL®, film coated tablets, 500 meg

na

Cwta gi:
Strength:

MeTunxobanamin — 500 Mkr
Methylcobalamin — 500 meg
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Taeivadikas i
TOX 2007531

CEPTHMIKATH

Cepist Ne / Batch Nos: $DJ4009 Posmip ynaxosku / Package size: Ne30 (10%3)
Peccrp. Ne/ ARNo.: FP/0593/24 Tun ynakosxn / Pack type: Baicrep / Blister
Po3mip cepii / Batch size: 200 000 rab/tab Jara siroTosnenns / Mfg. date: 08.2024
Kin-Tb ynakonox / No. of packs: 6 566 Tepmin npupaThoeri / Exp. date: 07.2026
Kpaina / Market: UKR
Pecerpaniiine nocsinuenns Ne: TCpMiR i HEOOMEXEHNH
YpaK i UA/16294/01/01 D e
Bcglstratlon Certificate No.: unlimited validity
Ne ni/n Haszna ananisy Cnenndikauis Pe3ynsTaTh anagisy
Sr. No. Test name Specification Test result
Onncatine Kpyribie ABOAKOBBITYKABIE TAONETKH, MOKPLITLIE CoOoTBETCTBYET
fleHO4HOH 080J0UKOH KOPHYHCBOTO JBETA.
1 o . ’
Description Brown colour, standard biconvex round shaped film | Complies
coated tablets.
Hpentnduxauiis
Meruscobanammi Bpemsi  yACpAKMHBaHWA  OCHOBHOXO  DAKA na | CoOTBETCTBYCT
XPOMATOIPAMMAX HCNWTYEMOTD M CTANAPTHOTO
PACTBOPOS, JIOJLY 9STIHBIX B YCIIOBMAX
KONHUECTRENNOTO OTIPEJEHEHH, JOJDKHO COBNANATS.
Meneaa OKCHA KPACHbIT OBpa3oBalKe KPACHOTO OKPAITHBAHUS C AMMOIIKA Coorsercrayer
THOIHAHATOM
THrana AMOKCHA Ofpasopatie XEITONo OKPAIHBARKS C PACTBOPOM COOTBETCTRYET
) BOJIOPOZA ICPOKCHAA
Identification
Methylcobalainin The retention time of principal peak in the Complies .
chromatogram of test solution and standard solution
' ) . . .
should be coincide in assay.
Iron oxide red With ammonium thiocyanate solution produces red Complies
color
Titanium dioxide With hydrogen peroxide solution produce yellow | Complies
color
Cpennsa macca 103,5 Mr: 5.0 % 103,9 Mr
3 .
Average weight 103.5mg £ 5.0 % 103.9 mg
OIHOPOAHOCTE JO3HPOBAHHBIX AV < L1, rae L1=150 4,6
4 eLMHIIL
Uniformity of dosage units AV< L], where L1=15.0 4.6
PacnagacmocTh He Gonee 30 min 4 Mun 12 cex
) Disintegration NMT 30 minutes 4 min 12 sec
Pacropeline He menee 75 % (Q) 3a 30 Mun 115%
8 Dissolution NLT 75 % (Q) in 30 min 115 %
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Ne nfn Haspa ananisy Crienndirkanis PesyanraTh anaaizy
Sr. No. Test name Specification Test resnlt
KomirjecTaeiHoe ONpesieaeHie Ot 100 % 5o 130 % merunxoSanamuna 8 tabaetke | 119,0 %
(0T 3aABNCHHOTO KONMMECTRA)
7 ;
Assay 100 % ~ 130 % of Methylcobalamin per tablet of | 119.0 %
label claim
OcTaTouHbIe KOJHUCCT A Visonponusonsii crpt — ne Gonee 5000 ppm 378 ppm
Opradnyeckux pacTBopHTeEnedH Merunenxnopua — He 6onee 600 ppm 10 ppm
8 Residual solvents Isopropyl alcohol: NMT 5000 ppm 378 ppm
Dichloromethane: NMT 600 ppm 10 ppm
MukpoGuonoruueckas YncToTa Obuiee  uHCHO  A3POGHBIX  MHKPOOPraHu3MOB
(TAMC) e 6onee 103 KOE/T. <10 KOE/r
OBiee UUCHO APOIOKEBLIX M IJICCHEBBIX IpuboB
(TYMC) ne Gonee 107 KOE/r, <10 KOE/r
Otcyretrue Escherichia coli v 1 r npenapara. Oreyrernyer
9
Microbiological purity Total aerabic microbial count {TAMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <10 C¥U/g
Escherichia coli must be absent/g. Absent
VATl
BUCHOBOK: / CONCLUSION: fQQ, e
[1pOoAYKT BUTOTOBRJIEHO; YNIAKOBAHO T4 IPOAHANIBOBAHO 3riNHO 3 BUMOTAMN PEECTpaLifHOTO TOCBIMCHHA. JQUELDATM
ATl

1pendrupik it

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
wop 20075391

Binnosinae craiaptam Ta Bumoram GMP. Cepradirar Ne 080/2023/GMP i
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP ) CEPTUOIKATIS
Tliuensis na BUPOGHHLTBO AiKAPCHKNX 3acobin: Cepis AB Ne 598054 \‘é’éml.;

Batch AB No. 598054 !

Licence for medical products production:

§ TOTOROT NPOAYKILT Oy 3uificueni  nounif BANORI/HOCTE 3 BUMOFAMH, SHICHINIL B WHHNiN

LIiM AITBEPMKYIO, 1o B BpOSHYT cTAML Ana iel cepi
DRIA0pOB’A YKpaiti, | 3 BUMOTAMH PECCTPaiHHOI0 LOCHT KPAIHH MPH3NAGCHEA.
N

nactanoni 3 GMP, sarsepixenii M“','-‘;E?E{f‘é"f?“m*?i
X/ -
L

finished product have been carried out in full compliance with the GMP requirements of the

. e \, v S,
| hereby certify that all the n1anufn/’cl;:9>ﬁagcs of(h?s\?f%@
) 4? the? Q:ling Authorisation tile of the destination country.

Ministry of health of Ukraine ::71' ¢ Fequirements of
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XimiK-aHanithx /—3an‘ naGoparopieio BKS | Havamnnk BKA VnossoBaxena 0co6a
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