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DUKAT KAY A
CERTIFICATE OF OUALITY

Haasanue nponyxra: JIAKOBAJL, TabeTkn xpuTi nniskosoro o6ononkoio no 500 Mxr, Ne 30 (1
Name of product: DIACOBAL®, film coatcd tablets, 500 mcg, No. 30 (10x3) in blisters
Per, Ne: / A.R.No.: FP/0990/20 Pasmep cepau: / Batch size: 200 000 Ta6n./tabl.
Cepus Ne: / Batch No.: SDIK009 Koanuecrso ynakosok: / Number of packs: 6 666
Jlara maroropnenns: / Mfg. date: 11.2020 Cpox roanoern: / Exp. date: 10.2022
Perucrpaunonnoe cenaerenscrso Ne UA/16294/01/01, neficteyer no 20.09.2022
Registration certificate No. UA/16294/01/01, is valid to0 20.09.2022
Ne n/n TlapameTpnl ' CneuMdnxanus PezyabraThi
Sr. No. Tests ‘Specifications Observations
1 Onncanue Kpyrisie ABOAKOBLIIYKILIE TaBNETKH, NOXPLITHE Cootsercrayer
nueHouHoi 066M0YKOA KOPHUHEROTO LBETA.
Description Brown colour, standafd biconivex round shaped Complies
film‘coated tablets.
2 WaenTnduratns
Mermunkobanarun Bpema ynepimBanns OCHOBHOFO nMKa Ha CootieTcTRYeT
XpomaTorpammax. ucnvliyemozo ]
Smandapmnozo  pacmeopos, TONYYEHHBIX B
YCHAOBHAX KONH4CCTBCHHOIO OnpeaAcncHHS,
JAOSIKHO COBOAAATD.
XKenesa oxcud xpacuvil O6pasoBanHe XPacHOro OKPALIHBAHNA ¢ AMMOHHS CootBereTBYeT
THOLlHAHATOM
Tumana oitokcuo ‘Obpazosanne  XenTOro  OKpAalIMBAaHHA  © CootnetcrByer
PacTEOpOM BOROPOAA NEPOKCUAR
Identification
Methylcobalamin The retention time of principal peak in the Complics
chromatogram of test .solution and standard |
solution.should be coincide in assay.
Iron oxide red With ammonium thiocyanate solution produces Complies
red color.
Titanium dioxide With hydrogen peroxide solution produce yellow Complies
color.
3 -Cpeamsaa macca 103,5 Mr+5.0% 104,3 mr
Average weight 103.5mg+50% 104.3 mg
4 Onnopoanocrs AV <L1,raeL1=15,0 8,5
JQ3MPOBAHHAIX EAHHHL
Uniformity of dosage units AV< L1, where L1= 15,0 8.5
5 Pacnanaemocts He 6onee 30 mun 1 Mun 8 cex
Disintegration NMT 30 minutes 1 min‘8 sec
6 PacTBopenue He merce 75 % (Q) 32 30 mun 116 %
Dissolution NLT 75 % (Q) in 30 min 116 %
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Nen/n HMapamerpns Creundriauns & O uem“ m ra n
Sr. No. Tests Specifications serva
7 | Konuuecraentoe Ot 100 % no 130 % merunkoGanamMuua B Tabnerke ‘
OTIpeAENSHHE: (oT 3asBNEHHOrO KOAHYECTRA)
Assay 100 % — 130 % of Methylcobalamin per tablet of 116.3 %
label claim
8 OCTaTOYHBIE KOMHYECTRA Waonponunossit cnmpt ~ v Gonee 5000 ppm 465 ppm
OpraHHYeckHX Mertnnenxnopux — ne 6osiee 600 ppm He o6Hapyxeto
pacTeopHTenei
Residual solveénts Isopropyl alcohol: NMT 5000 ppm 465 ppm
Dichloromethane: NMT 600 ppm ND
9 Miukpobronorueckas Obwiee uucno  A3poGHBIX  MHKPOOPraHH3IMOB
YHCTOTA (TAMC) ne 6onee 10* KOE/r. <10 KOE/r
OGuiee 4HCND APOMKEBRIX W MICCHEBRIX IrpuGos »
(TYMC) ne 6onee 10* KOE/?. <10 KOE/r
Orcyrersue Escherichia coli & 1 r npenapata, Escherichia coli -
OTCYTCTBYET
Microbiological purity Total acrobic microbial count {TAMC):
' NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichiia ¢oli must be absenv/g. Escherichia coli is absent
perlg

3AKJIIOYEHHME: nponyxT npoussency, ynakoray u NPOTECTHPOBAH B COOTBETCTBHH C TPeOOBAHMAMM PErNCTPaLHOHHOTO
csxaetenscrea. OTBeyaer 'rpe6onammm 1 crasnaptaM GMP. Ceprudmicar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements, It complies
with GMP standards and requirements. Certificate No. 009/2020/GMP »

Jlnuensus Ha NPOHIBOACTRO IEKAPCTBEHHBIX CPENCTR: Cepus  AB Ne 598054

Licence for medical products production: Batch AB No.598054

«TJIEfPAPM
| T}I»)
laenTudikarytinus

xoa 200;5891

XHMHK-aHANNTHK 3aM. Hayanbhuka OKK | Havansnnk OKK VnonnomovenHoe nnno
Analyst 7£Deputy QCHead JQC Head Qualified Person
Hmin/Name: Cx ) éﬂ/‘._u on e Tl PC’{(;‘-T‘?\G:—JT‘\‘\YL %&WW 4;
o . S C,, NN
IToamsicy/Signature: i A lj 000! i(,\‘\)
Hara/Date: J"//Z/Z: ./'C‘_.“jj/f.«f,)/s{_:) ;zg\\)\}i‘ ofj’/{,(M
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Hasnamie nponykrs; JJIAKOBATL, TaGnerxn sxputi miskosoio 060n0#HKa10 o 500 Mkr, Ne 30 (10X it
Name of-product: DIACOBALS, film coated tablets, 500 meg, No. 30 (10x3)-in in blisters

Per. Ne: / A.RNo,: FP/0994/20 , Pasnep cepuu; / Batch size: 200 000 Tabn./tabl,
Cepnsa Ne: / Batehi No.: SDIK010 Konuuecrso yaxonsok: / Number of packs: 6 666
aTa u3rorosyenus: / Mfg: date: 11.2020 Cpok ropnocrn:/ Exp. date: 10.2022

Perucrpaunonnoe cannerenscrao Ne UA/16294/01/01, nefictayer no 20.09.2022
Registration certificate No. UA/16294/01/01, is valid to 20.09.2022

Nz n/n Tapamerpn Crneunduicanns PegyanTaTit -
Sr. No. ‘Tests . Specifications Observations
1 Omucanne Kpyrasie ABoakosmmymmie: TabTeTIon, NOKpLITLIC Coorsercrayer
: 1uTeHONHOR 060N0uKOH KOPHYHEROTO 1(BeTA.
Description Brown colour, standard biconvex round shaped Complies,
filin coated tablets.
2 Hnenthduxanin .
Mermunrobanamun Bpéms  ynépkumamyva  OCHOBHOfO Tika Ha Cooiserériyer
XpoMATOrpaMmax ucnsimyeniozo H
CMAHOGPME020.  pACmMBOpos, TOHYYEHHHIX B
YCNOBMAX . KONHWECTBEHHOTO  ONpenesieHus,
ROMKRO COBNAAATS,
Keneza oxcud kpacuwil Obpazosanne KPACROI0 OKPALIHBAHUA ¢ AMMOHMS Coorsercrayer
THOLMAHATOM
Tumana duoxcyd ‘Ofpasosanne- KENTOr0  OKpalMBaHus ¢ Coorsercayer
PacTBOPOM BOZIOPOAA:. IEPOKCHAR
Identification
Methylcobalamin The. retention time of principal peak in the Complies:
chromatogram of test solution and standard
solution: should be coineide in assay.
Iron oxide red Wlth ammonium thiocyanate solution produces Complies
red color.
Titanium. dioxide With-hydrogen peroxide soliition produce yellow Complies
color
3 Cpenuna macca 103,5 Mr+35.0 % . 103,4 mr
Average:weight | 103.5 mg+5.0% 103.4 mg
4. OnxopozarocTs AV <L, rze L1=15,0 9,6
ROSHPOBAKHEIX: €ARHNLL
Uniformity of dosage units AV<L], whereL1=15.0 9.6
5 Pacnanaemocts He Gonee 30 mun 1 Muu 10 cex
.| Disintegration | NMT 30 minutes 1 min [0-sec
6 ‘Pactaopenne. ‘He menes 75% (Q)3a 30 Mun 120%

Dissoluition NLT 75 %:(Q):in 30'min 120 %

FP/0994/20
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Sr. No.:

Hapamérphi
“Tests

Crenmikanus
Specifications.

7

Komsueornernoe
OnpeneneHne

Assay

O 100 % Ao 130 % MeTHIKobanaMuRD b Ta6RETRE |

(0T 3a5BNEHHOTO KONMHECTBA)

100 % — 130 % of Methyléobalaniin per fablet of
label claim

TOB «Kycym Dapsm

Vipaiua, 40020, m.Cyw, sysi. Cxpatina, 54
Ten.: +38(0542) T7-46-10, diasc: T746-11

1

117.0%

OcraToqnbie KoHyecTBa
OpTAHHICCKUX
pacTBOpHTencH

Residual solvents

Hsonponunossiit-cnupr — ue 6onee 5000 ppm
Merunenxnopun. - ve'6onee 600 ppm

Isopropyl alcohol: NMT, 5000 ppm

. Dichloromethane: NMT 600 ppm

266 ppm-
He obisipyikeno

266 ppm

MuxpoGuonoruueckas
umeTOTa

Microbiological purity

-O6imee ‘uMecno -aopobHEX  MMKPOOPFaHHIMOB

(TAMC) ne 6onee 10* KOE/.

Obwee ymcno ApoNoKeRX M NACCHEBLIX rpubos
(TYMC) ne Gonee 107 KOE/r:
Orcyrorsne:Escherichia coli s 1 r npenapata:

Total aerobic microbial count (TAMC):

"‘NMT 10¥EFU/g.

Total combined yeasts/moulds count (FYMC):
NMT10*CFU/g.

Escherichia coli riiust-be absent/g.

<10 KOEr

<10 KOE/r
Escherichia coli -
oTCYiCTRYET

<10 CPU/g

<10 CFU/g
Esclhierichia coliis absent
_perlg

SAKTIOMEHHE: mpofyxt npou3eeaeH, YRAKGEaN 1 THPOTECTAPOBAR B ¢OOTH

CBIJETENLCTRS. OTBENEET. TPeGORANIAM H CTainapTam GMP, Ceprugmxkat Nt 009/2020/GMP

CONCLUSION: the product is manufactured, packed and ‘anialyzed as per
with GMP standards and requirements. Cértificate No. 009/2020/GMP
Jhueisis: e NPOH3BOACTED MEKAPCTBEHULIX CPEACTB:
Licence for médical produicts production: )

Cepua  AB Ne 598054
Batch AB No,598054

STCTBAN ¢ TPEGOBAHMAMM PerUCIPAIONHOTO

Registration Certificate requirements. It complies

3au. wavamiuaxa OKK | Havansmmx OKK

VigmHOMOugHHOS il

HAmsa/Name:

"Deputy OC Head lOC Head

k Qualified Person.

Toanecs/Signature:

oS
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CEPTHDOHKAT KAYECTBA
CERTIFICATE OF QUALITY

Haszsauue npoaysra: JIAKOBAJL ralnetin BKpHTI naiskosowo obogonkoto no SO0 mkr, Ne 30 (10x3}) y bnictepax
Name of product: DIACOBAL®, film coated tablets, 500 meg, No. 30 (10x3) in blisters

_Per. Xe: / AR.Ne,: FP/0837/20 Pazmep cepuu: / Batch size: 200 000 tabn./tabl.
Cepua Ne: / Batch No.: SDJK007 KoanueeTio yaskosox: / Number of packs: 6 666
Jata warotosaenns: / Mfe, date: 10.2020 Cpox ronaocys: f Exp. date: 09.2022

Perucrpautonnoe cengereancrso Ne UA/16294/01/01, neficTeyer no 20.09.2022
Registration certificate No. UA/16294/01/01, is valid to 20.09.2022

Ne i/ Hapamerpsi Coenudakanuny PesyasvTath
Sr, No, Tests Specifications Observations
! Onucanme Kpyrante asoaxossinyxnble TabneTkH, NOKpBITEIC CeooTpercTRyCT
TIACHOYHOH 000I0YKOH KOPHYHEBOTO HBETA,
Description Brown colour, standard biconvex round shaped Complies
film coated tablets.
2 MacuTudnkauns
Memuaxobanasun Bpeama  yaepaHRaNHiA OCHOBHOFO IMKA Ha CooTReTCTRYEST
XPOMATOTPaMMax LCRBINIYEAIO20 “
Cmandapridz0  pacmeepes, TOMYYCHHEIX B
YCHOBHAX  KONMYCCTBGHHOTD  ORPCAC/CHHMA,
ZIOMIAHO COBIIAAATD.
JKeaeza orcud Kpacueiil Ofpa30RaHHe KPACHOTO OKPALIMBAHHME C AMMOHHSA CooTsercTayeT
THOLLHAHATOM
Tumano onowcud OO0pasoBaHye  WeNTOro OKPAUIMBAHHA  C CooTpeTcTByeT
PACTROPOM BOJCPOA MEPOKCILIA
Identification
Metlylcobalamin The retention time of principal peak in the Complies
chromatogramy of test solution and standard
solution should be coincide in assay.
Iron oxide red With ammonium thiocyanate solution produces Complics
red color.
Titaniwm dioxide With hydrogen peroxide solution produce yellow Complies
color.
3 CpeaHaa macca 103,5mMr=5.0% 101,3 Mr
Average weight 103.5mg+5.0% 101.3 mg
4 OasopoaHOCTE AV <LI, rae L1=150 8,1
HO3NPOBAHHBIX CABHHL
Uniformity of dosage units AV<LI], where LI=15.0 8.1
3 PacnamaemocTs He Gonee 30 muH 1 s S cex
Disintegration NMT 30 minutes 1 min 5 sec
6 PacteopeHsic He menee 75 % (Q) 3a 30 Mun 116 %
Dissolution ] NLT 75 % (Q) in 30 min 116 %
FP/OB37/20
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Wninchka diain
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Yxpaina. 40026, M.Cyans, syn. Cxpadina, 54

Ten.: +38(0542) 77-46-10. parc: 77-36-11

Kusum FPharm

e-mail: inforg kusompharm.com

www kusum. ua

 Nen/n Mapaserprl Cneundikanns PeayasTatil
Sr. No. Tests Specifications (Observations
: 0 KonnuecTaenHoe Ot 100 % ao 130 % memunxobanamuua B tatinerxe 120.9 %
OTIpCAGACHHC (OT 3azBRICHHOFL KOANUCCTBA)
Assay 100 % - 130 % of Methylcobalamin per tablet of 120.9%
B tabel claim
¥ OCTaToMHBIE KONNYECTRI HMsonponunossiii caupt — ve Sonee 5000 ppm 754 ppm
OPTAHHUECKHX Metunenxnopy - tie Gonee 600 ppm 17 ppm
pacTBOpHTENCH
Residual solvents Isopropyl alcohol: NMT 5000 ppm 754 ppm
Dichloromethanc: NMT 600 ppm 17 ppm
9 Muzxpobuonoruueckan Ofuwee  uncme  a3pobHBIX  MHKDOOPTAHHIMOS
4HCTOTA {TAMC) ne 6oxnee 10° KOE/T. <i0 KOE/T
OBuiee YHCHO IPONOKCBBIX M TUIGCHCBBIX rpHOOB
{TYMC) ne 6once 10> KOE/r, <10 KQFE/r
Orteyrersue Escherichia coli 8 1 r npenapara. Escherichia coli -
OTCYTCTBYET
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC).
NMT (0 CFUrg. <10 CFU/g
Escherichia coli must be absent/g, Escherichia coli is absent
perlg

JAKJHOUEHHME: npoaykT npox3BencH, Yax0Ban H NPCTCCTHPOBAH B COOTBETCTBMI ¢ TpeDOBaHHAMH PErHCTPALMOHHOID
cuactenscTsa. OTseuact Tpebosasnsn # crangapram GMP. CepruduxaT Ne 009/2020:GMP
CONCLUSION:; the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements. Certificate No. 0092020/GMP

JIM1eHINA HA NPOH3BOACTRO NCKAPCTRCHHBIX CPEACTB!

Licence for

medical products production:

Cepus  AB Ne 598054
Batch AB No.598054

XHMUK-BHANHUTHE 3am. Havanpuuka OKK | Havansuuk OKK VNOonHOMOUEHHOES JIKLD

; Analyst “Deputy QC Head [QC Head Qualified Person

{ Hva/Name: s {‘?{{G Dot . Lad £ PCL%‘W \(’U'P“ "h %&W AL

e 7 L L ' y 2 3 7 ?
Momnuen/Signature: | 7y ggf,/ B r)’\‘\\'j

N ——- T : 4 :/

i HNata/Date: GT}/#-//,{JT =l Gb\\\\é‘ﬁ pﬂ(,fM
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