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CEPTHOIKAT AKQCTI
‘CERTIFICATE OF QUALITY

-' _Hﬁasa HPONYKTY:
| Name of product:

TIAKOBAT, T20/16TKH BKPHT IHIBKOBOKO 0GONOHKOK 110 SO0 MKT
DIACOBAL®, film coated tablets, 500 meg

Crna pif:

MeranrkoGanaMia — 500 Myr

1 Strength; Methylcobalamin - 500 mcg
Cepist Ne / Batch No.: SDI4001 Posnip ynaxoexn / Package size:  Na30 (10x3)
Peecrp. Mo / AR.No.: FP/0072/24 Tun ynakoBxs / Pack type; Baicrep / Blister
Poamip cephi / Batch size: 200 000 Ta6/tab HarTa snroroBnenns / Mfg, date: 01,2024
Kin-16 ynaxosox / No. of packs: 6 666 Tepmin npuparrocri/ Exp. date: 12,2025
Kpaina / Market: | UKR
Pecerpaniiine mocsingenns Na: UA/16294/01/01 TepMIH T HeoDMexenHit

Registration Certificate No.:

unlimited validity

Ne n/n Hasea ananisy Cnenndivauis PesyasraTa ananisy
Sr. No. Test name Specification Test result N
Omucanue Kpyrnsie: RBOSKOBBITYKIbIC TaGNETKH, TIOKpHITEIe | COOTBETCTRYET
TISHOYROH 060109k KOPHIHEBOTD 1{BETA. |
1 .y e . :
‘Description Brown colour, standard biconvex . round shaped film | Complies.
~coated tablets.
Hnestudnkanus
‘Merunakobaramnn Bpema  yHepMBaHEA  OCHOBHOIO  THKa Ha | CootBeTcTayer
XPOMRTOrpaMMax  WCIBLITYEMOTO M CTAHAAPTHOIO
PacTBOpPOB, TONYYEHHBIK B YCIOBHAX
| KOMHUYECTBEHHOD OIIpeReNeHUs, NOIKHO COBIIAOAT,
Kenesa oxeun xpacHwi OBpazosande KpPacHoro OKpalllBaHHg € aMMOHMs | COOTBETCTBYET
| THOUHAHATOM
Turana puokcu Obpasosanvie KeNToro. OKPaUIHBAHAA ¢ PacTEOpOM | COOTBETCTRYET
5 BOROPOJA NepOKCcHga '
Identification | | .
Methylcobalamin The retention time of -principal peak in the | Complies
chromatogram . of test solution and standard. solution I
should be coincide in assay.
Iront oxide red With ammonium thiocyanate solution. produces ted Complies:
'Titanium-dioxide___ | With hydrogen peroxide solution produce yellow | Complies:
' | color
Cpennas Macca 1{}3,5-'er + 5.0 % 102,5 mr
Average weight 103.5 mg £ 5.0% 102:5 mg
| ORHOPOAHOCTS HO3NPOBAHHBIX AV <L1, rae Ll-"i.S,ﬁ | 4,0
4 CIBTHUL |
Uniformity of dosage units AVZ LI, where L1= 15,0 4.0
Pacnagaemocty ] He bonee 30 mpm ' 3 MuH 35 cex
J -Disintegration NMT 30 minutes 7, 13 min 35 sec
Pacrropeuye He menee 75 % l | 125 %
! Dissolution NLT 75 %(Q) in} 125 %
FPIO0T72/24 Crop./Page Ne: 1 3/of 2
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Ne n/n Hazpa aﬂaniéy CHEHHQJiRHHiH PesynbtaTi anasisy
1 8r. No. Test name _Specification Test result
KonmtiecTsennoe onpepenenye Or 100 % no 130 % Merunxobanamumna B Tabnerke | 118,1 %
{OT 3a4BIEHAOTO KONHIECTRA)
7 Assay 100 % - 130 % of Methylcobalamin per tablet of | 118.1%
| label claim
Ocratounsie Kﬂﬂhﬁﬂd’i‘ﬂa Hsonponasnosili cnupt — Be Gonee 5000 ppm 280 ppm
OpraHHMECKHX pacTBOpHTENEH MeTinewuiopui — se Somee 600 ppm 10 ppm
8 Residual solvernts Isopropyl alcohol: NMT 5000 ppm 280 ppm
‘Dichleromethane: NMT 600 ppm 10 ppm
Mm;pofi}mnomqebkaﬁ yHCTOTA Obmee  umueno  a3poBeex MHKDOOPTAANIMOB
(TAMC) ne Gonee 10° KOET, <10 KOE/r
Odmee 9HOKO APONOKEBLIX M ITHECHEBLIX Ipnbos
{TYMC) ne 6onee 102 KOE/T. <10 KOE/r
Otcyrereue Escherichia colis 1 r npenapara. OtcyTeTBYET
9 . L -
| -Microbiological purify- Total aerobic microbial count (TAMC): -
NMT 10° CFU/g. ) <10 CFU/g
Total combined yeasts/moulds count (TYMC): |
NMT 102 CFU/g. <10 CFU/g
-Absent

Escherichia colf must be absent/g.

BHCHOROK: / CONCLUSION:

Ipomyxr purorosreno,
The product is

Bianosinae cranpapram 1a BuMoram GMP,

It complies with GMP standards and requirements.

Jliuensid ra BUpOGHULTRO JHKapeLKHX 3ac06is:
Licence for medical products production:

Ll nixrsepsoiyso, 10 Bei BUPOSHIR eTami s
-Hactanosi 3 GMP, satsepmiceniti Minictepersom oxopony

1 hereby certify that all the manufactaring
‘Ministry of health of Ukraine and with the

Wi€¥ cepii rororol npopyii

stages of this batch of finished product have been ca
airements of the Marketing Authorisation file of the destination country.

Cepradixar Ne 030/2023/GMP
Certificate No. 080/2023/GMP

Lepiss AB Ne 598054
Batch AB No. 598054

3n0pos’s Yxpaluk, i3
P

YNAKOBAHO T2 NPOAHANI30BAHO 3TN0 3 BUMOraMu PRECTPAUIIHOro NOCE AMeH s,
manufactured, packed and analyzed as per requirements of Registration Certificate,

Gy spidickoni 8 noswi% BianosiarocT 3 BHMOTAM I, 3a3BAUCHUMN B it
BUMOTAMH PECCTPANANOTO 10CHE Kpainy TPH3NAYERNS,

rried out in full complignce with the GMP requirements- of the
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