JEPXKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

BYJ1. BepeanaKiBebKa, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon cJPIoy 37079055

BUCHOBOK
npo siKicTh BBE3EHOT0 B Ykpainy jgikapcbroro 3ac00y

19.07.2023 Ne 36772/23/26

ACKOUHUH®

(HakMeHyBANIR HKAPChKOTO 3aco0y 3riaho 3 pcccrpal{iﬁnmi NOCHIACHHAM)

.

TabNeTKH JKYBAJILHI 110 10 Tabaeroxr y crpHmni; 1o 10 erpums y rapTonuiii ynakonui
T ((hopMa BUTIYCKY, LO3YBRHEA, BHA naKy BaHis JHiKApCLKOro sucoly)

HoMep peecTpaitiiHoro NocHiACHHA UA/10673/01/01 crpox aii peecrpauifinoro nocpinaenus HEOBMEKEHNH
Cepis nixapeskoro-3acaGy Ne 2006833 KinbKiCTh BBEIGHOTO NIKAPCEKOIO sacoby 50

Bupobuuk KYCYM XEJITXKEP [TBT JITI, Tnpin

(TARMCIy Rl BPOBIMKR JHIKANCHKOFD JacoGy, Kpaiia NOXOUKENA)

Bueseno 8 YrpaiHy ToBapHCTBO 3 0OMEKENOI0 pipnonigaibuicTio “Caepdapm JIT, "
inenT. wox: 20075891

(yaiMeny Banig Ta KOA 38 CAPIoy 10pHIAHTOY oCo6H 160 NpiaBrINeg, iM'A, N0 Garbkoni Hisustol
ocobH - ninpHeMi, 1T sicuce HPUKHBRINS TA pecerpauifinnil nomep 061iKOBOT KAPTKH NIATHHKA
noaurkin aGo cepis Ta HOMEp nacnopTa)

TIpoToKeA Bi3yaabHOre KONTPOIO pin 13.06.2023 N 1576/2.
JlaGopaTopis# aHanis aKocTi Aikapebkoro 3aco0y aaitcHenHitt

JiI1 "LientpanbHa nabopatopis 3 ananisy AKOCTI IKAPCHKHX 3aco_6i8 i Meawunol npomyKuii
(m.Knis, By KynpsecbKa 10r m.Kufs, syn. Kyapascbka 8B Kuiscska o06nacTs, . Hosi IMerpinui,
pyn. [Bana ©paHKa, 19)

(nalmeny HaHBRR Ta M TCIE3HUNOJUKCHIA naGoparopit, e npaneia JuGoparophuil anwtis akocti)

BUCHOBOK 100 AKOCT] NiKAPCHKOTO sacoBy, BHaaHi naGopaTopicio sin 18.07.2023 Ne 1 169
PesynuraTi 1a60PATOPHOTO aHiizy aKocTi NikapceKora 3acofy 34 nepenipeHmi niokasHuKamht BiANOBiAAI0TH
SUMOTAM METOAIR KOUTPOINO AKOCTH (aHaniﬂmuo-uopma‘rnBuo's' uoxymcmauh).

33 peaysLTATAMH  AEPKABHOTO KOHTPOMIO  BCTAHOBACH hpeseHo B Ykpaigy 3
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IEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

‘By;. Bepesnskibcbka, 29, Kuis, 02098, ten. (044) 295-26-85 Te. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIoY 37079055

BUCHOBOK
npo sikicTL BBE3EIOro B Ykpaiiy JiKapehKoro 3acoly
19.07.2023 Ne 36781/23/2611
ACKOUMH®

' (n;\iim_c,siyimmm JiikapeuKoro sacoly 3rinp 3 pecerpauifiin NOCRIAYEHIHAM)
rabacTin KkyBasabii; 110 10 Tabuerox’y crpuii; 1o 10 CTpUNIB y KapTOHHiH ynakopli

(hopma BITIYCKY, RO3YRAKIS, BUA NAKY ROIHIA nikapebkoro 3aco6y)

Homep peecrpauifiioro nocsinvenns UA/10673/01/01 crpox aif peECTPALLIAHOTO NOCBIANEHHS ReoOMeXEeHIH

Cepis nikapchkoro 3acoly Ne 2006833 KinibKicTb BBEIEHOFO NIKAPCHKOTO 38006y 7275
BripoGuuxk KYCYM XKEJITXKEP [IBT JTI, Inais
‘(HaiMeIy BaHHS BHPOGIIHKA nikapcuKoro 3aco0y, kpaina TIOXO/KCHIN)
Baeseno B Ykpainy TopapHCTBO. 3 06MEsKEI010 pianoBinanbHiCTIO "Taeadapm JTL",
inen. xon: 20075891

(HaliMeHyROHIS T2 KO 34 CAPHIOY topunny 1ot ocoGu abo npisauiie, M. 110 GathkoBi dsnyHaT
oco6H - nianpHemus, T MiCUE NPMKHBRITA TA pecerpalifiini nomep 061IKOBOT KAPTKH NAATHUKA
rosarkin aGo cepld Ta HoMep nacnopTa)

Y1poToKOI Bi3YRIBHOTO KOHTPOMIO ain 10.07.2023 N 1921/2.

poezefio | B Ykpainy 3

32 pe3ybTATAMH JEPKABHOTO  KOHTPOMO pcranoniel, WO  Aikapchkud  3acio
AOTPHMAHHSIM suMORanE oABCTRA LIOAO 3a0663NeHenHA AKOCTI NiKAPCHKIX 3800 in.
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Kusum Healthcare Prt. ltd

TARIDAPM
Nl
1aeHswiirin (A1 MiA
koa 20075891

na

CEPTUGIKATIE

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

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

Jikapesknit 3aci6: ACKOUHH?
Medicinal product: ASCOZIN®
Rioui peuosnu

Active ingredients:

Pecerpauniiitie nocsinenns:.
Registration Certificate:
Jlineusist sa Bupofunurso N
Ceprudinar GMP N
Brpobunx:

Anrpeca pupolnnka:

Manufactured by:
Address of mamifacturer:.

CIN No.: U65929DTL.1997PTC085780

CEPTHOIKAT JAKOCTI
CERTIFICATE OF QUALITY

AR, No: 1210FP22000417
Jlara /Date: 30.12.2022

(vabnericy Aysaanni, 1o 10 Tabneror y erpuni, o 10 erpunin y wapromiii ynakosui)
(chewable tablets, 10 tablels in strips, 10 strips in a carton package)

Kuenorn acioplinonol 100 mr

Hatpiio ackopfaTy ¥ népepaxysanni ua kucioTy ackopfinony 400 mr

[QEBKY OKCHAY.Y TIePEPAXyBANHI 1A HIRK 18 mr

Ascorbic acid 100 mg

Sodiurm ascorbate that is equivalent-te ascorbic ucid 400 mg

‘Zinc oxide that is equivalent to Zinc [5mg
No UA/10673/01/01 sia 23.01.2020, Tepmin aii pecorpauiiinoro ocsinucnns jpo: neobmenennit

Ne UA/L0673/01/01, (rom 23.01.2020; Registration Certificate validity is unlimited
28/31/2018

040/2019/GMP

ICyeym Xearxxep It Jra, lnais

Itaor Ne M3, Tupop Cremrest Iiconomir 3oyi; deiia-T1, Tiranyp, icr. Xxap, Maaxsg
paxens, Nin 454774, Yanis

Kusum Healtheare Pvt Lid

Plot No. M-3, Indore Spccial Econdmic Zone, Phase-1I, Pithompur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

Ceplist: Ne 2006833 Posnmip eepif: 8000 yu, Hara pur.: 11/2022 et no: 10/2025
Batch: Batch Size: DMLy D/E:
Ne: Tlorasuikn sKoeTi Bunoru PesyauTatg ananisis
Tests Requirements Results
1 | Onnc CRITHO-GPAKEROTO KOMKOPY, KPYTai JABOONYKA TalaeTi 3 Bianoninac
HARHICTIO BRPATIIEND. ' .
Description Light orange uniformly spotted civcular biconvex tablels. Complies

2 | TaenTudixania
Kucaoma acropbinosa

L{nux

Heampitt

JKoamii 3axio

Identification
Ascorbic acid

Zine

Sodium
Sunset yellow

Yac,  yrpuMyBaHUS  OCHOBHOLO — HiKY WA XpomarorpaMax Binnosizac
HOCALGKYBANOND POSUHAY T POIUMILY ROPIBHANNA, OTPUMMINX NP
KiABKiCHOMY BHINAYEHN] KECAOTH ACKOPBIHOBOT, MAIOTY ClliBUARATH.

Makennys Ha crietpl NMOrAHHANNA ACCHILKYRAIOLO POy T2 Bianosizae
posMEHy NOPIRNSHEA, OTPUMAMEX NPH  KinLKicnomy migHavemi
HHHKY, MAIOTH CIRNARATH,

Slxicna peakuiz Ba HaTpii. Binnosizae

CHEKTD  TORIHIAIIS  AOCAUUKYBAHONO  poasuiy nowsnen  Maru | 482 nM
MAKCHMYAL 38 AOMKHHOIO XEMIT482+2 Hv,

The retention time of the major peak in the chromatogram of sample Complies
solution corresponds to that of the-major pedk in the chromatogrim of
standard solution as oblained under Assay of ascorbic acid.

The $can of the sample solution exhibits absorbance maxima Complies
corresponds to that of the spectrum of standard solution as obtained
under Assay of zinc,

Qualitative reaction of Sodjum. Complies
Spectrum of test solution should exhibit maxima at 48242 nm. 482 nm

Regd. Off.. D-158A, Okhla Indl. Area, Phase-I, New Dethi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Healthcare Prt td
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CEPTUGIKATIR

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

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

CIN No.: U65929D1.1997PTC085780

.

AR, Ne 3 1210FP22000417

3 Cepeans maca 950,0 Mr=3,0% 948.0 M1
: (921.5 Mr - 978,53 mr) )
Average weight 950.0 mg#3.0% 948.0 mg,
‘ (921.5 mg - 978.5 mg)
4 | Oanopignicrs 10308AHAN
U
Kycaoma ackapbinosa AV <L), ne L1 =150 Binnosinae
Lk AV <LI ne L1=150 Biznonijac
Uniformity of dosage units
Ascorbic acid AV L1, where LT = 15.0 Complies
Zinc AV < LI, where L1 =15.0 Complies
5 | Crupaunicts He Ginse 1,0 % wiw 0.1%
Friability Not more thin 1.0 % whv 0.1%
6 | Kispxkicne sr3Hasents
Kucaoma ackopbunosas Hpw qunyery:-
500 me B3 95,0 % 210 105,0 % y TaGaerui vl 3asnieioro micty, 97.1%
Ha mepsini npudamuocmi:
1i1.90,0 % g0 110,0 % y TabneTit Bi 3agpaeHoro sMicty.
Liunk Tpu sunyery:.
15 a2 B5i1.95,0 % 16 105,0 % y Tadnerui pij 3as8Renoro micty, T101.6%
Ha mepaini npidamnocini,
311 90,0 % no 110,0 % y TabaeTui Bix 3agBACHOIO BMICTY.
Assay
Ascorbic acid On release:
300 mg 95.0 % {0 105.0 % of label claim 97.1%
' On shelf life:
90.0 % to 110.0 % of label claim
Zine On release:
13mg 95.0 % to 105.0 % of label claim 101.6%
On shelf lifé:
90.0 % to, 110.0 % of label claim
7| MikpoGionorinua unevora® Baranniia KiLKicTh acpobuux Mikpooprauismin (TAMC) ne Gistbwe <10 KYO/r
103 KYO/r,
1 3araneun KinskicTs AphKiKORKN Ta. TUiiceHCRX PR (TYMC) ne. | <1I0KYO/fr
Ginpme 102KY0/r. ‘
Bincytiicts Escherichia colin | r iperiapary. Bincynicrs/
‘Microbiological purity™
Total acrobic microorganisms (TAMC) - NM'T 107 CFUfg. <1¢ cfu/g
Total Yeast & Mould Count (TYMC) - NMT 102 CFU/g <10 cfivg
Escherichia coli should be absent per 1 g, Absent/g

* Konrpoun MikpoGioaoriaHoT YHETOTH HPOROATIFLCH P NEPUInX.3
* Microbinl purity will be performed on first 3 commercial batches thereafter at every 10™ batch or once in a yea
BUCHOBOK:

CONCLUSION:

Cepist No 2006833
Batch Ne 2006833

CEpinx, NOTiM A8 ROKHOT 10-1 cepil, afo oxmy pas B PiK.
r which comes earlier,

pinnoninac umoran MKSI PTT Ne UA/10673/01/01
complies with the requirements off MQC RC N UA/10673/01/01

Regd. Off.: D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Anst
CEPTADIKATIE

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India},
Ph.: 07292-258300, Bmail: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929DI.1997PTC085780

AR Ne 2 1210FP22000417

M. Hemany 1

SO\ OV

AHAJI3 BUKOHAB IATA o O U)/‘”

oA
(ANALYSED BY) ’

Komettapi: nemae
Comuments: no

Jasea npo cepmidirauio: «ieHny s 3acBignyio, o HaBeacua Buike idopmanis € nocrosipuo i rounoro. s
cepist nponyKuil Gysa BHrOTOBACHA (BKIIOUAIOUA YNAKoBKY / MAPKYBAKHS) | NPOBEACHO KOHTPOAS i AK0ET] Ha
BHULEIFANANOMY nipnpuemersi b noBuiid BiAmosigHOCT] 3 BUMOraMB, 3a3HAMCHIMU B wyunuiit wacranosi GMDP,
saTeepukenifi Minicrepersoa oxopenu 3nopes's Yipainy, i3 sHMOramu peectpauifivaro A0eLE Kpaim
npuakaucuus, [IPOTOXOAM BHPOGHHUTBA, YHAKOBKH Ta anajisis Oymn neperyistHyTi i BCTANOBACHO X
pianosignicrs susoraym GMP», ‘ ‘

Certification statement: «On this 1 certify that the.above-mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by fhe Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country. Records of
maunufacturing, packaging and analysis were reviewed. and determined for their compliance with the GMP

requirementsy,
Kepinsuic rpyni KOHTPOIO-AKOCT Ynopuosaxena ocoba, wo  siifickioe
Quality control group manager cepTH(ikauiro cepii

&

o Med™ LN e Qualified Person cerfifying the batch,

I Ta npizsrme In's ra npiannne

(Name) TRE___, (Name) '\}MN\Q/‘/)@\/ ULMD‘/'

gi;;mm{‘ ) S NS M E‘Isi,""”ff y i :,LKQJ o
ignature) . Signature QJ 2
Jlava nigancanus o Hara nignucanns /b// 'C,;'{”)/ -.
(Date of signature) ' (Date of signature) 3;\\ 7

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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