Kusum Healthcare Pt (td.

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

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

Jlikapcokuit 3aci6: ACKOUUH ®
Medicinal product: ASCOZIN®

Jiroyi peqoBHHH :

Active ingredients:

Peectpaniiise nocBinyeHHs:

Registration Certificate:

Jlineusist Ha BupoGHuLTBO No:

Ceptudivar GMP Ne:
Bupo6Huk:
Anpeca BHpoGHHKa:

Manufactured by:
Address of manufacturer:

Cepin: Ne 2003847

CIN No. : U65929DL1997PTC085780

CEPTHO®IKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. Ne : KPFP2100179
HlaTta /Date: 15.05.2021

KucyotH ackopbiHosol 100 mr

(rabaeTxn xysaibhi, 1o 10 Tabaerok y crpuni, no 10 ctprnis y kaprounii ynakonui)
(chewable tablets, 10 tablets in strips, 10 strips in a carton package)

Harpiio ackopBaty y nepepaxysanui Ha kucaoty ackopbinosy 400 mr

[unuxy okenay y nepepaxyBaHHi Ha UMHK

Ascorbic acid 100 mg

Sodium ascorbate that is equivalent to ascorbic acid
Zinc oxide that is equivalent to Zinc 15 mg

15 mr

400 mg

Ne UA/10673/01/01 Big 23.01.2020, Tepmin aii peectpauniiinoro nocsindenns 10: neobmexenuit

Ne UA/10673/01/01, from 23.01.2020; Registration Certificate validity is unlimited

28/31/2018
040/2019/GMP
Kycym Xenrxkep ITsT JIta, Innis

Ilnor Ne M-3, Ingop Cnewen Ixonomix 3oyn, ®eis-II, Hitamnyp, dicr. Ixap, Mampion

Ipageuw, Ilin 454774, [1ain
Kusum Healthcare Pvt Ltd

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

Poamip cepii: 7000 yn. Jara sur.: 04/2021

Histenuit mo: 02/2024

Batch: Batch Size: D/M: D/E:
Ne Ioka3lHukH gKOCTI Bumoru Yezyawtats ananisis
Tests Requirements Results
1 | Onuc CBITIIO-0PaH)EBOTO KOABOPY, KPYTJI ABOOMYKI TabACTKH 3 Bianosinae
HAsIBHICTIO BKparuicHb.
Description Light orange uniformly spotted circular biconvex tablets. Complies

2 | IpenuTHdikauin

Kucnoma ackopbinosa

Lunx

Hampiii

Koemuu 3axid

Identification
Ascorbic acid

Zinc

Sodium
Sunset yellow

Yac  yTpMMyBaHHS  OCHOBHOrO  RNiKy  Ha  Xpomarorpamax
1OCHTKYBAHOTO PO3YHHY TA POIUUHY MOPIBHAHHS. OTPUMAHEX NPH
KUTbKICHOMY BU3HAYEHHI KHCIOTH aCKOPOIHOBO, MalOTh CITiBNAJATH.

MaKCHMYM Ha CTeKTpi NOrNHHAHHA JOCNIAXYBAHONO PO3UHHY Ta
PO3YMHY MOPIBHSHHS, OTPHMAHHX TPH KiNBKICHOMY BH3HaueHHI
UMHKY, MaIOTh CIiBMAATH.

Skicua peakuis Ha HaTpik.

CrCKTp TOMIMHAHHA  JIOCHIKYBAHOTO
MAKCHMYM 3a TOBXHHOIO XBHAl 482+2 num.

pO34MHY TDNOBHHEH MaTH

The retention time of the major peak in the chromatogram of sample
solution corresponds to that of the major peak in the chromatogram of
standard solution as obtained under Assay of ascorbic acid.

The scan of the sample solution exhibits absorbance maxima
corresponds to that of the spectrum of standard solution as obtained
under Assay of zinc.

Qualitative reaction of Sodiun,

Spectrum of test solution should exhibit maxima at 48242 nm.

Bixnogizac

Bianosinae

Binonosinac

482 um

Complies

Complics

Complies
482 nm

QMO

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

Plot No. M-3, Indore Special Economic Zone, Phase-1l, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www kusumhealthcare.com

CIN No. : U65929D1L1997PTCO85780

AR Ne ; KPFP2100179

Cepeans maca 950,0 mr+ 3,0 % 951. Imr

(921,5 mr —978,5 mr)
Average weight 950.0 mg + 3.0 % 951.1 mg

(921.5 mg —978.5 mg)
OpHopiaHicTh X030BARKX
OAHHH b
Kucnoma ackopbinosa AV <L1, pe L1 =15.0 Bixnoginae

Llunx

Uniformity of dosage units

AV <Ll peLl1=150

Bianoginac

Ascorbic acid AV < LI, where L1 =15.0 Complies
Zinc AV <LI,where L1 =150 Complies
CrHpaHHicTL He 6inbiue 1,0 %. 0.1%
Friability Not more than 1.0 % 0.1%
KinbkicHe BUSHAYEHHS
Kucaoma acxopbunosas Tlpu sunycky:
500 m2 iz 95,0 % 20 105,0 % y Tabnerid 8ij 3a9BIEHOr0 BMICTY. 100.5 %
Ha mepmini npuoamnocmi:
Biz 90,0 % no 110,0 % y TabieTiii Bia 3aABAEHORO BMICTY.
Hunr IIpu eunycexy:
15 me Bia 95,0 % no 105,0 % y tabaerii 8iz 3a4B1eHOTO BMICTY. 101.8%
Ha mepmini npuoamnocmi:
Bix 90,0 % no 110,0 % y Tabaerui Bix 3a4BICHOIO BMICTY.
Assay
Ascorbic acid On release:
500 mg 95.0 % to 105.0 % of label claim 100.5 %
On shelf life:
90.0 % to 110.0 % of label claim
Zinc On release.
15mg 95.0 % to 105.0 % of label claim 101.8 %
On shelf life:
90.0 % to 110.0 % of label claim
Mixkpob6ionoridyna uucrora* 3araibHa Kinbkicte aepoGuux Mikpoopranismie (TAMC) ne Ginbwe | <10 KOE/r
10> KYOrr.
3araneHa KUIBKiCTb ApiKIDKOBEX Ta Tulicenesux rpubiB (I'YMC) ne | <10 KOE/r
6umuie 102 KYO/r.
Biacyrnicts Escherichia coli B 1 r npenapary. Bixcyrsi/r
Microbiological purity* Total aerobic microorganisms (TAMC) - NMT 10* CFU/g. <10 CFU/g
Total Yeast & Mould Count (TYMC) -~ NMT 102 CFU/g. <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* KOHTPO:1b MiKpOGIOIOTIMHOT YMCTOTH NPOBOIHTLCS TS NEpuIkx 3 cepiaX, notis ais koxnoi 10-1 cepii, b0 oanu pas B pix.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10™ batch or once in a year which comes earlier.

BUCHOBOK:

CONCLUSION:

Cepis Ne 2003847

Batch Ne 2003847

pinmosinae sumoram MK PIT Ne UA/10673/01/01

complies with the requirements of MQC RC Ne UA/10673/01/01

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

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum /z'ealz‘care Pot. td.

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

Ph. 07292-258300, Email; info@kusumhealthcare.com, Website: www.kusumhealthcare.com
CIN No. : U65929DL1997PTC085780

AR Ne : KPFP2100179

P ANI AL gg‘eg,’\ﬁ\

AHAJII3 BUKOHAB TATA 18,08, WY

(ANALYSED BY) (DATE)

KomenTapi: Hemae
Comments: no

3asBa npo cepTHdikauiro: «JilicHuM st 3acBinvYy0, L0 HaBeAeHa BHINe indopMalis € 10CTOBIpHOW i ToyrOW. Lln
cepisi npoxyxuil 0y/jia BUroTOBIeHA (BKJAYAKYH YNAKOBKY / MAPKYBAHHA) i NPOBEAEHO KOHTPOJIL 1l IKOCTI Ha
BHIIE3raflaHoOMy NignpHemcTBi B NoBHIiA Binnosianocri 3 BumoraMu GMP, BcTaHOBAEHHMH Micuenum
peryisaTOpHHM OPraHoM, a TaK0X BinnoBiaHo 10 cnenudgikauii, 1o MiCTHTBCA B peecTpauifHomMy [0ChE Kpainy
iMnoprepa. IIpoTokxosH BHPOGHHUTBA, YNAKOBKH TAa aHaNiliB Gyu mepernisHyTi | BeTaHOBIeHO X BinnosiawicTs
BHMoram GMP».

Certification statement: «On this I 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 meuntioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirements».
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JEPXITIKCITYXBA
IEPKABHA CJIYKBA 3 JHKAPCHKMX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

syn. Bepesuakisonka, 29, Kuis, 02098, Ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37075055

BHCHOBOK

npo AKicTsL BBe3eHOro B YKpainy Jikapebioro sacofy

22.06.2021 Ne 35366721726

ACKOIINH®

(HaliMeryBaHHA Nikapcskoro 3acoby 3rinne 3 peecrpauifinum nocsindeHnsnM)
Tabaericu xysaabri; no 10 rabiaerok y crpuni; o 10 crpanis y xapronuii ynakosui

(Qopma BRIyCKy, H03YBAHHS, BHY NaKyBAHHER NiKAPCLKOTO 3ac00y)

Howmep peectpauitinoro nocsixuenns UA/10673/01/01 crpox xif peecrpauifinoro nocsinuenus HeoOMenceHUI

Cepis nikapcskoro 3acofy Ne 2003847 KinsKicTs BBe3eHOrO nNikapeskoro 3acoby 6374
Bupobuuk KYCYM XEJITXKEP IIBT JITJ, Ingis
(MafiMenysanns BUPOOHMKE NIKEPCHKOrO 38c00Y, Kpaine HOXOKEHHS )
Baeseno B Ykpainy ToBapucrso 3 odMexeroro Bignosinanbricrio "I'iendapm AT,
inen. kom: 20075891

(natimerysanus Ta kot 38 CAPTIOY wpuanunol ocoby abo npissuine, iM's, 1o barbxosi disnuna]
ocobu - ninnpuemus, T Micue npoxuBantis Ta peecrpauifinuii noMep obnikoBol kapTky niaTHHKa
noAaTkis &60 Cepis T8 HOMEp nacnopra)

Mpotoxon sisyanssoroe xonrpomio six 08.06.2021 Ne 1872/1.
Jla6oparopunti ananis skocti Aixapcekoro 3acoby snificrennit:

JIT "LerTpansua nabopaTopis 3 aganisy skoCti JIKapChKux 3aco0ib i Memumol npoaysuii”
(m.Kuig, Byn.Kynpssceka 10r)

(HaliMcHyBANRS Ta Micue3iaxomkerus Naboparopil, wo nposena nafopatopHKil aHanis akocTi)

BHCHOBOK LOAO AKOCT] Jlikapebkoro 3acoby, sunanuh naboparepicio sin 18.06.2021 Ne 1418

Pesynstath n1abopaTopHOro aHai3y AKOCTI NiKkapchKoro 3acoby 34 NEpEeBIPEHHMH NOKATHHKAME signosinareTs
BHMOTAM METOAIE. KOHTPOMIO AKOCT] (AHANITUHHO-HOPMATABHOT HOKyMeHTaLiT).

3a pesynbTATAMKM AEPKABHOTO KOHTPOMO BCTAHOBJEHO, 1Mo fikapcbkuit 3aci6  BBeseno B YkpaiHy 3
AOTPUMAHHAM BHMOr 3aKOHOAABCTBA LIONO 1afeanenenns KKoCTi nixapcr,xwﬁia.

e

. Muxkona XOJJOOAEHKO

(ninmuc) (iniuiany Ta npissuIne)

<ITEIpAPM
AT
hermudinaiiyn

k02 20075891
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JEPAUIKCITY XBA
HEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

Byi. bepesuskisceka, 29, Kuig, 02098, Teu. {044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https: //www.dls.gov.ua, Ko €IPTIOY 37079055

BHCHOBOK
PO SIKiCTH BBE3EHOro B YKpainy Jikapcnkoro 3acoby

29.06.2021 Ne 36498/21/26

ACKOITHH®

(HaiMenynanus nixapcekoro 5acoBy srimuo 3 PEECTPALIHHEM NeCiAueH M)
Tab/1eTKH KyBanbHi; 0 10 Tabrerox v crpuni; oo 10 CTPHMIB y KAapTOHHIH ymakopui

{opma Bunycky, 103yRanHs, BHY NaKyBana Jixapcekoro 3acofy)
Howmep peectpauitinoro nmocsingenws UA/10673/01/01 CTPOK Zif peecTpauifinoro nocsinents HeoOMexeHHH
Cepis nikapcskoro zacoby Ne 2003848 - Kimekicts sBesenoro nikapcrkoro sacoby 6350

BupoGuux KYCYM XENTXKEP IBT JIT/, Trxis

(salimenyBaHHs BUpoGHHKa nikapcLkoro 3aco0y, kpaiHa NoXoTkeHHs) -

Breseno B Yipaitry Tosapucrro 3 oGmeskenoro BinnopinansuicTio "I yendpapm JIT",
inenT. kon: 20075891

(HalfmeHyBanHy Ta KOA 32 EIPTIOY topuamanol ocobu ado TIPI3BHING, iM'S, o 6aTex0Bi dizuuiol
0co6H - mixnpremua, 1Y Micue npoxusatng Ta peecTpauifiitiii HoMep o6nikoRoT kapTrY MlETHHKA
TonaTkie a6o cepis Ta HoMep nacniopra)

IpoTokon BisyansHoro konrposo sia 14.06.2021 Ne 1950/1.
JaGopaTopHnit aHanis gxocTi mikapcbxoro 3acoby 3pificHeHHH;

HI1 "Lertpanena naboparopis 3 aHATI3y AKOCTI JiKapehLKuX 3acofis i Meqmanof opoayKmii”
_(m.Knis, Byn.Kynpssceka 10r)

(HaHMEHYBAHHA TR MICUEIHEXOHKEHHS natopatopii, uo nposena nabopatopurii aHanis skocti)
BHCHOBOK 11,0710 2K0CT] 1iKaPCHKOTO 3aC06Y, BHAAHNT naGoparopieo sig 25.06,.2021 Ne 1454

Pesynutari nabopaToproro ananisy axocri NiKaPCEKAro 3acofy 33 NepeBipeHUMA I0KA3HAKAMH Bixgnosigarorh
BUMOTaM METOLIB KOHTPOMO SKOCTI (aHalliTHY HO-HOPMATHEHOT HOKyMeHTanit),

KOHTPOJO  BCTAHOBJICHO, 10 Jikapchbkuil 3acib  BeeseHo B Vipainy 3

\1. pumar 3ERGHYTABCTEA WOK0 3a6e3Te e A AKOCT] TKXAPCHbKHX 3aC00iB. »

L W
AT\
a\&ﬁ

[2h

Thomaiia CTOPOXKEHKO

(iniuianu ta npizaume)

|perTndikauifHmh

xon 20075891
itle
CEFTUOIKATIE




KRusum Healthcare Pot [td,

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Pur,

L 5
el

Distt. Dhar, Madhya Pradesh-454774 i),

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

Jixapeekui 3acif: ACKOLIUH ®
Medicinal product: ASCOZIN®
Hito4i pewoBHHY :

Active ingredients:

Pecctpauifine nocsigsenns:
Registration Certificate:
Jliuensin na BHpobuHLUTBO No:
Ceprudikatr GMP Ne:
Bupobunk:

Anpeca BupofHuka:

Manufactured by:
Address of manufacturer:

Cepisni: Ne 2003848

Posmip cepii: 7000 yn,

CIN No. : U65929D1.1997PTC085780

CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY

A.R. Ne : KPFP2100183
Marta /Date: 15.05.2021

(TadaeTkH mysanshi, no 10 Tabuetox Y erpuni, no 10 crpunis y xaprouwuii ynakosui)
(chewable tablets, 10 tablets in strips, 10 strips in a carton package)

Kucnaoru ackopbinosoi 100 mr

Harpito ackopbaty y nepepaxyeanni na KHCJIOTY ackopbiosy 400 mr

uuxy oxcuay y nepepaxyeansi Ha MUK 15 mr
Ascorbic acid 100 mg
Sodium ascorbate that is equivalent to ascorbic acid 400 mg

Zinc oxide that is equivalent to Zinc 15 mg

Ne UA/10673/01/01 gin 23.01.2020, Tepmin aii peceTpauiinoro nocsiguenns no: HeofMereHui
Ne UA/10673/01/01, from 23.01.2020; Registration Certificate validity is unlimited
28/31/2018

040/2019/GMP

Kycym Xearxwep Is1 JIta, lugin

0T Ne M-3, [ngop Criewren Ixonomik 3oywn, Peds-II, Mitamnyp, Hicr. Hxap, Maaxes
[panew, Miu 454774, Ingin

Kusum Healthcare Pvt Ltd

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Hara sur.: 04/202] Aificauii go: 03/2024

Batch: Batch Size: D/M: D/E:
Ne TTokasuukn srocti Bumornu PesynbTaTy ananizie
i Tests Requirements Results
.1 | Onne CBiTn0-0panxeBoro Konsopy, Kpyrii Apoonykni TabneTky 3 Biamoginae
HasBHICTIO BKPATITEHE.

Description Light orange uniformly spotted circular biconvex tablets. Complies

2 | InenTudikauin
Kucaoma ackopbinosa Hac  yIpUMYRAaHHA  OCHOBHOTO niky  Ba  XpoMarorpamax | Binoosinae

Hunk

Hampit

ACosmuii saxio

Identification
Ascorbic acid

Zine

Sodium
Sunset yellow

ROCALLKYBAHOTO PO3UEHY T2 PO3YHHY NOPIBHANI, OTPHMAHHX TNpH
KITBEKICHOMY BH3HAUCHIH] KHCIOTH aCKOPGIHOROT, MAIOTE CHIiBNAsaTH,

MakcHmynm wa crexTpi mornMMaWss ocnimkysaHoro PO3YMHY Ta
PO3YHHY TIODIBHAHHA, OTPUMAHEX NPH KiNbKICHOMY BH3anadeHHi
LHHKY, MatOTh CMIBOARATH.

Bianesisae

Slkicra pedkuis Ha HaTpiH. Binnosinae
Cnekrp noriuunasss AOCHIAKYBAHOPO DO3YMHY TOBMHEH MaTi | 482 M
MAKCHMYM 32 JOBKKHOIO XBHI 48242 Hat.

The retention time of the major peak in the chromatogram of sample Complies
solution corresponds to that of the major peak in the chromatogram of

standard solution as obtained under Assay of ascorbic acid.

The scan 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 Sodium. Complies
Spectrum of test solution should exhibit maxima at 48242 nm. 482 nm

Regd. Off.: D—].SSA, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571,

527575
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Kusum Healthcare Prt ltd

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
. Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www kusumhealthcare.com
CIN No. : U65929DL1997PTC085780

A.R. Ne : KPFP2100183
3 Cepeaust maen 950,0 Mr 13,0 % 951.4 mr
(921,5 mr —978,5 Mr)

Average weight 950.0mg+3.0% 9514 mg
(921.5 mg - 978.5 mg)

4 | OanopianicTs 2030BaHHX

OAHHHUE
Kucaoma acxopbinosa AV <L, 2eLl =150 Bianoninac
Hunk AV<Ll,nelLl =150 Bimrosizae

Uniformity of dosage units

Ascorbic acid AV <LI1. where L1 =15.0 Complies
Zinc AV =<L], where L1 =150 Complies
5 | Crupannicts He 6inswe 1,0 %. 0.1%
Friability Not more than 1.0 % 0.1%
6 | KinbxicHe BH3HAYeHHS
Kucioma ackopbunosas 11pu sunycxy: ¢
300 me Bix 95.0 % 10 103,0 % y tabnerui Big 3assaeoro BMiCTY. 100.4 %

Ha mepmini npuoamnocmi:
Biz 90,0 % a0 110,0 % y Tabretui Bix 3as818R010 BMICTY.

Hunxk ITpu sunycxy:
15 a2 BiXt 95,0 % 10 105,0 % v TabneTui Bix 3asBnenoro BMicTy. 102.1 %
Ha mepuini npudamnocmi;

8i1 90,0 % no 110,0 % y Tabnerni six sassnenoro BMiCTY.

Assay

Ascorbic acid On release:

500 mg 95.0 % to 105.0 % of label claim 100.4 %
On shelf life:
90.0 % to 110.0 % of label claim

Zine On release:

15mg 95.0 % to 105.0 % of label claim 102.1 %
On shelf life:
90.0 % 10 110.0 % of label claim

7 | MikpoGionoriuna wucrora* 3aransna kinkkicTs acpoGHHX MikpoopraHiaMis (TAMC) ne Glaswe | <10 KOE/r

10* KYO/r.
3aradbia KiTbKICTh APIXUKOBUX TA MIICEHEBHX rpubis (TYMC) ue | <10 KOE/r
Simme 102 KY O/,
Biacyruicts Escherichia coli B 1 r npenapaty. Bizcyrni/r

Micrabiological purity* Total acrobic microorganisms (TAMC) — NMT 10 CFU/g. <10 CFU/g
Total Yeast & Mould Count (TYMC) —~ NMT 10?2 CFU/g. <10 CFU/g
Escherichtia coli should be absent per 1 g. Absent/g

* Kontpoas Mixpo6ioa0rivHol UHCTOTH NPOBOANTLCS Ana nepwax 3 cepisx, moTism ang koxnoi 10-i cepif, abo oanu pas s pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10" batch or once in a year which comes earlier.

BHCHOBOK: Cepin Ne 2003848 Blanosinae sumoram MK PIT Ne UA/10673/01/01

CONCLUSION: Batch Ne 2003848 complies with the requirements of MQC RC Ne UA/10673/01/01

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 2 of 3




Kusum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: i.nfo@kusumhealthcare_f.com, Website: www kusumhealthcare.com
' CIN No. : U65929DL1997PTCOR5780

A.R. Nt : KPFP2100183
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AHAJI3 BUKOHAR HATA_ A CAog\non
(ANALYSED BY) (DATE) J\
KomeuTapi: nemae A \—'J\l“g\%%\

Comments: no

3asma npo cepTrdikauin: «JiicHum s 3aCBiNYYI0, 0 HaBegena BHINE indopMauis ¢ nocTosipHoio i Toynoto. s
cepis mpoxykuii 6yna BuroToBMNeHa (BKAOYAKOYH YNAKOBKY / MapKyBanus) i NPOBEACHO KOHTPOJL 1T AKOCTI Ha
BHIICIrAAAHOMY mignpHeMcrsi B noeuili  BigmoeigsocTi 3 BHMOramu GMP, BeTaHORJIEHHMH MicueBHM
PErYIRTOPHHM OPraHoM, a TaKoX BiANoBiAHO A0 cremudikauii, L0 MiCTHTLCH B peecrpaniiinomy goche kpatun
imnoprepa. IpoToxosiy BHpo6HuUTES, YOAKOBKH Ta ananisiB Oynn mepernsanyTi i BcranoBAeHO iX BiAMOBIAHICTL
BUmoram GMP».

Certification statement: «On this I 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 all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirements».
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

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

JHrapeskuit 3acif: ACKOUMWH &
Medicinal product: ASCOZIN®
Jiroui perosuy :

Active ingredients:

Peccrpauiitie nocsiguenus:
Registration Certificate:
Jineusist ua supobouurey Ne;
Ceprudirar GMP Ne:
Bupobnmc:

Ajapeca supobrUKa:

Manufactared by:
Address of manufacturer:

Cepia: Ne 2004271

Posmip cepi: 7000 ym.

CIN No.: U65929DL1997PTC085780

CEPTHR®IKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. Ne : KPFP2100336
Hara /Thate; 16.08.2021

{rabaerrn ysaanni, no 10 rabnevex y cvpuni, no 10 cvpinis y xapTonsii ynaxosui)
(chewable tablets, 18 tablets in strips, 19 strips in 2 carton package)

Kucaomn ackapbinosol 108 mr

Hatpito ackopBaty y nepepaxysanui Ha kuenory ackopBinosy 400 mr

Hunxy oxcupy y népepaxysanti Ha uuss ISmr
Ascorbic acid 100 mg
Sodium ascorbate that is equivalent to ascorbic acid 400 mg

Zitic oxide that is equivalerit to Zinc 15 mg
Ne UAZ10673/01/01 six 23,01.2020, Tepmin aii peccrpauiitnore noceinuenns ao: neobmenetnii
Ne UA/10673/01/01; From 23.01.2020; Registration Certificate validity is unlimited
28/31/2018
040/2019/GMP
Kycym Xearxxep Her Jta, Inais
Taor Ne M3, lujrop Crnemwsesn Ixonomix 3ayu, ®eiis-H, Divamayp, dicr. Axap, Mazxen
Hpanem, It 454774, Tupin
Kusum Healthiexre Pvi Léd _
ot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India ‘

Jdata Bar.: 07/2021 Hisicunii no: 06/2024

Batch: Batch Size: D/M: D/E:
Ne Ioxasauxn AKocTi Buwmorn PesyauTaTy anaaizis
Tests Requirements Results:
1 | Oune CBiTa0-0panxesore KoAsOpy, Kpyrai ooy Talactka 3 Bianogizae

HAABHICT RKPAINIEHE,

Description Light orange aniformly spotted circular biconvex tablets. Complies

2 | InenTudiranis

Kucaoma ackopbinasa Yac  yIpuMysamHs  OcsosHOrO 0Ky ma  xpomarorpamax | Bianosizac
AOCHIKYBAHOTO PUIIMHY TR POIYKMY TOPIBHAHEA, OTPUMAHMX HpH
RiIbKICHOMY BA3HAYCHH]I KMCIOTH ackopBIHOBGT, MAIOTL CHIBNAIATH.

lynr MakcHMYM Ha - CHekTpl DOCIBHAHUR ROCADEYRanoro posunuy 18 | Bianosiaae
PO3UBHY TIOPIBASHHA, OTPHMAHMN TPH RIALKICHOMY BH3HaueHHl
OHRKY, MalOTh. CHiBHaAATH.

Hampiit SxicHapeaxnin Ha Harpith. Rixnoriaae

JKosnuts zaxid Crextfi horamuaiis  Iocairxysailore  posumily nosHuen MarH | 482 mm
MAKCHMYM 32 A0BIHHOR XBnai 482+2 mm,

Identification The rétention tifme of the major peak in the chromatogram of sample Coniplies

Ascorbic acid solution corresponds-to that of the major peak in the chromatogram of
standard solution as obtained under Assay of ascorbic acid.
The sedn of the sample solution.exhibils absorbance mexima Complies

Zine corresponds to that of the spectrum of standard solution as obtaincd
under Assay of zinie.

Sodium Qualitative reaction of Sodium. Coruplies

Suirser yellow Spectrum of test sohition should exhibit maxima at 482+2 nm. 482 nmn

Regd. Off.: D-1584, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)
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Kusunm Healthcare Prt ltd.

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

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

CIN No.: U65929DL1997PTC085780

A.R. Ne : KPFP2160336
Cepenaun Maca 9300 =3.0% 949.2 mr
(921,5 sy —978.5 wr)
Average weight 9500 mg +3.0 % 9492 mg
{921.5 mg —978.5 mg
OanopianicTs 303082H1X
OMHHIE
Kticzoma acrkopbinosa AV LLL acl.l =150 Rianosizac
§20TTS AV <Ll ne L1 =150 Bianosigae
Uniformity of dosage units
Ascorbic acid AV < L1, where L1 =15.0 Complies
Zinc AV <L1, where L1 = 15.0 Complies
Crupansicts He:Ginse 1,0 % wiw 0.01%:
Friability Normaore than 1.0 Yo w/w 0.01%
KineRicHe BHIRAMCHAR
Kuenoma ackopburnosan Hipni esnyésgy:
308z i 95,0 % a0 105.0 % y TadreTni pia 334BACHON0 BMICTY. 97.6%
Ha meprini npudamuoemis
g 90,0 % a0 110,0 %y 1abuerui pia sassicnoro BMicly,
Liunx {lpu ennycry:
15 a2 Bix 95.0 % a0 105,0 % y rabuerui 8ia sansacioro sMicTy. 100:9%
Ha mepsini-npudamnocni:
Bizt 96,0 % a0 110,0 % y vaaerui Bia 3asBacHOro BMiCTY.
Assay
Asdorbic acid Onvelease:
300 mg 95.0 % to 105.0% of label claim 97.6%
On shelf lije:
90.0 % to 110.0 % of label ¢laim
Zine On release:
i5mg 95.0 % to 105.0 % of label claim 100.9%
On shelf life:
90.0 %.to 110.0 % of label claim
MigpoGionoriuya yucrora® 3araapHa KinsKicrs acpoGHmx mixpooprasismis (TAMC) e Giaswe | He BHKOHYETLCA
’ HPKYO ’ '
JaramsHa. RUIEKICTS ApiKAKoBHX Ta mriceserux rpudis (FYMC) ne
Giasme 1KY/
Biacyrnicrs Escherichia coli 8 1 r npenapary.
Microbiological purity* Total aerobic mictoorganisms (TAMC) — NMT 10° CFU7g. Not Applicable
Total Yeast & Mould Count (TYMC) —NMT 10 CFUre,
Escherichia éoli should be absent per 1 g.

* KonTH0s MIKROHIOA0TTHEOT MHCTOTA IPOBOARTECH JD1% IEPIUMX 3 cepisx, noTiv s koxuol 107 cepii; aBo oaun pas s.pik.
* Microbial purity will be performed on fiest'3 commiercial batches thereafter at every 10 batch or once in a year which comes earlier.

Binorinac BuMoram MIKA PII Ne UA/10673/01/01
complies with the réquirements of MQC RC Ne UA/10673/01/01

BHUCHOBOK:
CONCLUSION:

Cepis No 2004271
Batch Ne 2004271

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

Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 2 of 3



a7,

$ N GR‘I[JQ’APH

laerry Udix,
R

q
CEPTM(D’KATIB

LKsum Healthcarve Put ltd

Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India},
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN Ne.: U65929D11997PTC085780

AR, Ne : KPFP2109336

A%‘V\’\ \f\"\\{_\
AHAJII3 BUKOHAR AaTA AL\~
(ANALYSED BY) (DATE) “’\

L LA™ \’Ww\

Komenrapi: Hemae
Comments: no

3asga npo ceprudikaiio: «KifcHuy 1 32cBia4Y10, W0 Hasedena Baie indopmanist ¢ focrosipuow i Tounow. s
cepin npoxyxuif Gysa BUroToBena (BIJIIOMAWYN YNAKOBKY / MADKYBARHS) i IPOREEHO KOHTPOAL If AKoCTE Ha
BHUIEIr2AZHOMY NiANPHEMCTRI B HHOBHIN amnummmcn 3 BHMOramim, 3a3HAYEHHMH B 4RHAI Hacranosi GMP,
sarsepyxeniiit Minicrepersos oxopoHn sjopor's Vipaiuu, i 3 sumoramu peccrpanjitnoro jgoche Kpalum
ppuskavends. [Iporokoam BHPOGHHUTBZ, YNAKOBKRH T2 awanizis Oyan nepernawyti i BCcTawoBaeno ix
gignosianicTs BiMoram GMP»,

Certification statement: «On this T certify that the above-mentioned information is true and accurate; This product
batch was produced (uu:lmimg packaging / labeling) and conducted for its quality control at the- ahove-mentioned
manufacturer accerding to specified in the current GMP guidelines, approved by the Ministry. of Health of
Ukraine, and with the requirements of the registration dessier of the destination country. Reeords of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirements».

Kepisnpk rpyni KOHTPOMO SKOCT
Quality control group manager

Im'st Ta mpizeHIIe:

MmO Rl Sharm
Tliamuc “

(Signature) -

Hara nizmucanns LG st daly
{Date of signature)

Ynosuoeaxena ocoda, 1o  3AHACHIOE
ceprudicanio cepii
Qualified Person certifying: the batch.

In's Ta npisBuwe <71

NS

(Name) o \\ »y
Hinnuc ﬂafd
(Signature}

Jlara ninmca ey g no2)
(Date of signatur '
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