Kusum ftealthcare Pt Ud.

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929D1L1997PTC085780

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. Ne. KPFP21G0338
Java/Date : 18.08.2021

Jikapebscuii 3nci6: HEHPOKOBAN®  (ralnersn, BkpuTi 0AiBKOBOK0 gGononrao, no 500 vikr, no 30 rabaerex y Gaicrepi; no 3
Gnicrepa B KApTouHil ynakosui)

(film coated tablets 500 meg, 30 tablels in a blisters, 3 blisters in a carton package)
MeTunkobanaminy 500 mxcr

Metbylcobalamin 500 meg

Ne UA/14887/01/01 8in 22.02.2021, Tepmin aiY peecTpaniiizoro nacsizgenin: neobmesenui
Ne UAFI4887/01/01, 22,02.2021; Registration Certificate validity is unlimited

Medicinal product: NEURQCOBAL®
Jlivoya pevosuHa !

Active ingredient:

Peccrpauiiine nocsixenns:
Registration Certificate:

Jliuensin Ha SUPOOGHUUTSO Na: 28312018
Ceprudivar GMP Ne: 040/2019/GMP
Bupobuuk: Kyeym Xeyrxxep {lsx Jita, Tsain

Anpeca prpofHAKA:

Manufactured by:
Address of manufacturer:

Hror Ne M-3, Inzop Cnemen [konomix 3oyn, Gefiz-11, Hiramnyp, [icr. Ixap, Maaxus

ﬂpzaam. Min 454774, lagin
Kusun Healthcare Pvt Ltd

Plot No. M-3, idoré Special Economie Zone, Phase-{I, Pithampur, Distt, Dhar, Madhya

Piadesh, Piis 454774, India

Cepis: Ne 2004305 Poamip cepif: 16667 yn. Hara Bur.: 07/2021 Hisiennii no; 0672024
Batch: Batch Size: DIM: Expiry date:
Ne [Mokasnnicn wxocTi B'ulkorﬂ . ~| Pesyasraru angqizis
Tests Requirements Results
1 | Onuc Kpytai -apoonykal taGieTki, BT ILIBKOBON 0G0JI0HKOK' KopiHesore | Biinosizar
KOJIBOPY. .
Description Brown colour, standard biconvex raund shaped filin coated tablets Complics
2 ienrindicania
Memusxobaramin Yac yTpHMyBaHHA" GCHOBROFO. kY Ha. XPOMaZrorpamax gocaipkysamors i [ Bizdosinde
CHAMIAJrTHOID POIUMHIB, OTPHMAHOTO B YMOBAX KUILKICHOrO BHIHAYEHAS,
) Mae eniBnanarh,
3anisa okcun) vepeorul YTROPEHHA YepPROHOTO 3afapsieH 3 aMouito Tiouianarom. Bianogiade
Tumany dioxcud ‘ymopg:x-nmrmomtom sa0apeueHua 3 PO3YHHOM BOAHIO NEPOKCIIYA Bianesinac
Identification
Methyleobalamin The mtennan time of prmclpal peak of assay preparation matches that of | Complies
fron oxide red Complies
Titantum dioxide Complies
3 | Cepeann maca 303,3 wrE 5.0% 104:4-mr
Average weight 103.5 mg + 5.0% 1044 mg
4 | Opmopianicrs AV <LI, roe LI=15,0 Bianoniaac
A030BAHMX CAHHRLL
Uniformity of dosage AV g L1, where L1=150 Complies
unit
5 | Posnapannz He disarwe 30 xeangn 03 x8 D7 cex
Disintegration Notmore than 30 minutes 03 min 07 sce
6 | Posunmenus -He'menwc 75 % (Q) 4a 30 xn. " 120.% - 129%
Dissolution  Notless:than 75 % (Q) in 30 nin. 120% - 129%

o
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Kusum Healthcare Prt (td.

Plot No. M-3, Indore Special Econamic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR Ne. KPFP2100338

KinuricHe BHSHAeHHE

Hpu eunyesy:
Biz 100% o0 130% wsmeruaxobaiamivy B rtanerui (Bia sagsacwof

xinpgoeTi} 118.00%
Ha mepyin npudantiocmi:
He menure 90 % mernaxodaiasiay B tabnerni (sia 3assnenol Kinpkocri)
Assay Af release:
100 to 130 % of Methylcobalamin per tablet of Label Claim.
Shelf life: 118.00%
NLT 90 % of Methylcobalamin per tablet of Label Claim.
3anuinkosa KALKICTL {3onponixosuii cnurp - ue Ginsure 5000 ppm 125 ppm
OpramitHUX Menunenxnopua - ke Giasine 600 ppm He susuieno
R TN
Resitdual solvenis Isapropyl alcohol: NMT 3000 ppm 125
Dichloromethane: NMT 600 ppin Not detected

MikpoGionorivna

Jarwikna KinbKicrs acpolawx Mikpoopraniaviz (TAMC): ue Gizswe 10°

He Brronycrses

YHCTOTR™ KYO/r,
3arankHa Kiabkicts Apirakosux i naicenesux rpudis (TYMC): ne Giiantne
10 KYO/r.
Biucyruiers Escherichia colf v | r npenapary.
Micrabiological purity* | Total acrobic Microbial count (TAMC) - NMT 10? CFU/g, Not-Applicable ;

Total Yeast:& Monld Count (TYME) ~ NMT 10:CFUg,
 Escherichia éolishould be absent per | g

* BumpoGyRanKA MikPOGIONOTIILOT HHCTOTH NPOBOANTLCS A/l NEPLIKX.3 cepiil, NOTIM ANA ROKHOT 10T ccpu. afio parH-pas Ha pik.
* Microbial purity will be pérforisied on first 3 compnertial batches thereafter at every 10 batch or once in a year which comes eatlier.

BHCHOBOX: Cepis Ne-2004305  simnosinae sumoram MKSTPIT Ne UA/14887/01/01

CONCLUSION: Batch N 2004305  complies with the requirements of MQC RC Ne UA/14887/01/01

pansad
AHAJII3 BUKOHAR( HATA 1%.0%: 26
{ANALYSED BY) ~{6-0% : (DATE)

KoMenrapir nemae
Comments: 1o,
3assa mpo- cepTHGikauito: «Iil

apoaykuif Gyna BrroroBae
nuuxearanauomy ni;mpﬂemcrai ‘\

gheacna Bume indopMania e adcrosipioio i Towrowo, Ua cepin
y [ Mapxy'sau'un;) i npoﬁ'enex‘{o x’o‘m_p‘ous i mcocn’ Ha

llporoxonn nnpoﬁnuuma, ynatcomcu T4 auwmm Gy neperanuy i | BETAHOBIEHO TX ninnaainnit:ﬂ, BuMOTaM GMP»

Certification statement; «On this I certify, that the ahove nientioned information is true and dccurate. This product batch
was produced-(including packaging / labeling) and cnndueted for its quality control at the above mentioned manufacturer
according ‘ta. specified in the cmrreit GMP guidelines, spproved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of tlie destinntion country. Records of manufacturing, packagiig and analysis
were revie“ed and determmed for their compliaxee with the GMP requirenients».
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929D11997PTC085780

KepiBHUK rpynil KOHTPOIIHO AKOCT
Quality control group manager

Im's 1a npissume <Y

(Name) R gn R A Smoavmoy
IMignme =

(Signature) PR

IlaTa migmicad s L RuSH oM

(Date of signature)

A.R. Ne. KPFP2100338

VnosHopakeHda ocoba, we 3aiicHioc
cepiathirauiro cepil
Qualified Person certifying the batch

In's Ta npizBauLe

(Name) wmq»zr‘ el

Tlignuc
(Signature) ﬂ
Hlata mipoucaips iz 05’.102*'

(Date of signature)
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JEPHUIIKCITYKBA
JAEPYKABHA CITYIKBA 3 JUKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMY y m. KHEBI

syn. Bepesnsxineska, 29, Kuis, 02098, e, (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox- €JIPTIOY 37079055

BHCHOBOK
npo sikierh BBe3eHOro B YKpainy JikapehbKoro 3acoby
01.10.2021 Ne 57479121726
HEMPOKOBAJI®

{HafMeHyBaBHS TiXapCEKOTD 38C0BY MO 3 PEECTPANHAM NOCBITICHHSM)
TalaeTkH, BRPATI IIiBK0BOX0 06010HK010, 10 500 MK 110 30 TabueTok y Gaicrepi; mo 3
GJaicrepa B KapTOHHIi ynaxonui

(dpopma BunyCKY, 103y BaHHS, BHI NAKYBAHHS JIKAPCLKOTQ 3aC00Y)

HoMep peecrpauiiiroro nocsinuenns UA/14887/01/01 erpox aif peccrparifioro nocsixuenns HEOOMEIKEHH

Cepis mikapenioro sacoby Ne 2004305 Kinskicts BBe3enoro nixapcskoro 3acoby 252
BupoGruk KYCYM XEJTXKEP IIBT JITH, Iunia
(naitvenyBanis BUPOBHIKA JiKAPCLKOTO 3aCOBY, KPaiia TIOXODKEHHS)
BaeseHo B Vipainy TosapucrBo 3 o6Mexenoro Binnosixansuicrio "Tuexdapm JTA",
inenr. com: 20075891

(natiMenysauns Ta Koz 33 C[LPHOY KOpPHHUEOT 0cO6H afio npi3BHILe, M, 110 GaTeKOBI
disuunof ocobu - nipnpuenmus; i Micng npoxusaiis Ta peectpauitinuit nomep o6ixonot
KApTKH IIaTHiia Honarkis abo-cepis Ta HoMep nmactiopra)

HpoTtokosn Bisyansroro konrpomio six 07.09.2021 Ne 2962/20,
JlaGopatopruii aHanis AKOCT JiKapehKoro 3acoy 3MCHE MM

JUIT "Henrpansua naGoparopis 3 ananisy skocti MiKapehKuX 3acoBiB i Mexuyroi poxyKiii"
(m.Kuis, By Kynpascska 10r)

(nabiMERyBAIIS, T MICLICSHAX OJKCHHSA naﬁopmopn, 140 nposela naGoparoplmu AHANI3 AKOCTI)
BucHoBOK o0 AKOCT Nikapchkoro 3acoGy, puaanuii naﬁépivr‘opiéld.'3i)i';?29.»09@2021 Ne 2188

Pesynbrary 1a60PATOPHOrO aHANISY AKOCTI AikapchKoro;3acoy 3a nepesipeHUMA niokaskikaMu BINOBIXAIOTE
BUMOTaM METOJIIB KOHTPONIO AKOCTI (aHANITHYHO-ROPMATHBHOY oKy MerTail),

3a pe:;y)tmammu ;(ep)xamloro KOH];}JG

cxauoancuo, 1o mxapcbxuﬁ 3aci6 peseno B Vipainy 3
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