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. JEPXUTIKCITY XBA
st bl AEPKABHA CJIYIKBA 3 TIKAPCBKHX 3ACOBIB
b TA KOHTPOJIO 3A HAPKOTMKAMM y m. KUCBI

Byl Bepesnakieceka, 29, Kuig, 02098, Ten./axe: (044) 550-23-55, ren. {044) 550-20-55
E-mail; dls.kyiv@dls.gov.ua,https://www.dls.gov.ua. Koz €IPTIOY 37079055

BHCHOBOK
Tipo SIKICTE BBE3eHOro B YKpaimy JKapCLKOro 3206y
04.11.2020 Ne 59816/20/26
KATAPIA

(valtMerypanus Nikapckoro sacoby STAHO 3 PeccTpadiiitng nocsinscHmIM)
rpaayaa wo 4,0 r/5,6 r,m0 5,6 r TPAaHYyI B camie; mo 6 camie B KApTOMHil Kopobui
(bopma BHITYCKY, IOOYBRHHR, BUA TIAKYBAHHT NiKapCHKOTO 34000y}

Howmep peectpauifioro nocsimaenns UA/12090/01/01 CTPOK Al peecTpaniinoro nocrigueHns HeoGMexXeHMI

Cepix nikapcrkoro sacofy Ne 2002889 Kinsxicts BBeacHoro sixapeskoro aacoby 8

Bupo6amxk Kycym Xenrsxep Ilsr Jitn, lamis
: (naliMenyBaHIA BUpOGHIKa HIKADCLEOTO 32000y, kpaiRe NOXOKCHH)

Bseserio 8 Vipainy ToBaprcTno 3 00Mexen010 BUIOBINANLHICTIO "T'nengapm JITA",
inenT. kon: 20075891
(nafMenyBanis Ta koa 32 €JIPTIOY wpaauuriol ocobn a60 TIPizBANIE, M, TIO 63THKOR
thisuuriol ocob - migupuedia, I micue NPOXABAHHY Ta PeccTpailiiinpil nomep obnikosof
KapTk IAaTHAKA NofaTkib abo cepis T2 nomep TacnopTa)

Hporokon BisyannHoro koaTporo rix 15.10.2020 Ne 30692/15.

JlabopaTopHnit ananis sKoCTi MKAPCHKOTo 3acoby 3atiicHennil

Al "Herrpansaa nabopatopis 3 aHANI3Y FKOCTI HKApCEKAX 3aco0iB 1 Memanof TIPORYXILi"
(M.Kwis, By Kynpseceka 10r)

{HalMEHYBRHHS Ta MICCIHAXOMKCAHA JtaGoparopii, mo nposean nabopatopHui agania axocri)

BHCHOBOK IOJO #KOCT] AikapesKoTo 3acoby, Bunanuti naGoparopiero wix 30.10.2020 Ne 3058

Pesynnrara maboparopaoro aHanizy sxocti nikapeskoro 3ac00Y 3 NEPERIPEHIMH TIOKAIHARAMH BignorinaTs
BHMOraM METO[IB KOHTPOMIO AKOCT] (ananituHo-HOpMaTHBHOT ZOKYMErTayii).

3a pesymeTataMH  AEpPHABHOIG KOHTPOJO BCTaHOBACHO, IO JKApCHLKBH 3aci6 BBesemo B Vxpainy 3
ROTPHMAHHAM BurgL. @BCTBA oA 3a6esncaenn n AKOCT] NikapesKExX 38c061E.

Muxona XOJIONEHKO

(ﬂnmmm T8 HPi3RMIE)




JEPKIIKCITYXBA :
AEPIKABHA CJIVIKBA 3 TIKAPCHLKWAX 3ACOBIB |
TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KHEBI

By« bepesnniscrka, 29, Kuis, 02098, Ten./paxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail dis kyiv@dls.gov.ua https://www.dls.gov.na, Kox E€JIPIIOY 37079055

BHCHOBOK
PO AKICTE BBe3eHOro B YKpainy Jikapcenkoro 33c00y

04.11.2020 Ne 59817/20/2611

KATAPISI

(HaltvenyRatus nixapohkoro 3200y 3riAHO 3 peccTpanifimm TOCBIAYCHEAM)
rpadynn o 4,0 r/5,6 r, mo 5,6 r rpanya B came; o 6 canie B KapToHHIN Kopobni

(bopma BHITYCKY, JO3YBAHKS; BHS IAKYRAHHS AIKAPCHKOFD 3ac00Y)

Howmep peectpaiinoro noceinsenns UA/12090/01/0] CTPOK Ziil peecTpaniifaoro nocsizae s HEOOMERCHMI

Cepis nikapcskoro sacoGy Ne 2002889 Kinpxicts BBe3eHOro0 NiK2pCLKOrD 3acoby 16211
Bapofumk Kycym Xenrxxep Osr JIta, lagis .
(natimerysanms BupoGHIKa nikapchkoro sacoby, xpaina TOXOMKEHHA)
BaeseHo B Vxpainy ToBapucrso 3 obmexenoro pinnosizanpmicTo "I'nendapm JITH",
izenT. kon: 20075891 ;

“(watisenysais T2 kon 32 €JP1IOY 1opRANIAOT 0006R 860 RpissuIme, iM's, T 6aTskoB]
disuanol ocobu - mianpremu, 1 Micite HPOMMBAHHA T2 PeécTpanifikmi roMmep oSnikosor
KAPTKH TUIATHAKA HOZ@TXIB 460 ¢epif Ta HOMED nacnopra)

TIpoToKos BisyAaTLHOTO KORTPONIO BiA 02.11.2020 x= 3435/11.

3a pesyALTATAMH HEPWABHOTO KOHTDOMO BCTAHOBICHO, IO NiKApChkWi 3acil Beeseno B Yrpalwy 3
ROTPHMAHHAM Bidop-—somoeqancTsa 1Ho/o 3a6e3ne e T #KOCTi NixapehKHX 3acebin.

Mnxona_XOJIO,[[EHKO

(i'niu:iann Ta npiasHie)




Kusum Healthcare Prt ltd,

Plot No. M-3, indore Special Economic Zone, Phase-1f, Pitham Pur, Distt, Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealtheare.com, Website: www. kusumhealthcare.com
CIN Ne. ; Us5929DL1997PTC085780

CEPTHOIKAT AKOCTI
CERTIVICATE OF QUALITY

AR Ne KPFP2000231
Jata Date : 11.09.2020
Jisapeninii sacis: KATAPIAY rpanysn 0o 4,0 v/ 5,6 r, no 5,6 rpanyn » cawe; uo 6 cawc v kapronntit gopobui
Medicinnl product: KATAREA® granules 4.0 ¢/ 5,6 g, 3.6 g granules i a sachets, 6 sachets In a carton package

Bt peqonuna : Hampho wntpaty  4,0r
Active Ingredients; Sodijum citvate 40g
Pecerpamniilize necaiavens: Ne UA/12090/01/01 min 02,03.2017, repain aii pecerpaniititero nocelavenus weofmemennii
Registration Certiftcate; Ne UAZ12050/01/01, from 02.03.2017, Registration Certificate validity is unlimited
Jlitenain ns supalstnntso N 25/61/2018
Cepridicar GMP Nu 040/2019/GMP
Bnpobiung: Kyeym Xearxxep Hot Jn, Innia
Asnpeca BrupoGairka: Taor Ne M-3, Inaep Cnemen Inonosix 3oyn, ®eils-11, Nivasuryp, Hicr. Txap, Magxss
fpapems, i 454774, Tupin
Manufactored by: Kusum Healtheare Pyt Ltd
Address of manulncturer: Plat Mo, M-3, Indore Special Economic Zoue, Phase-I, Pithampur, Distt, Dhar, Madhya
Feradesh, Pin 454774, India
Cepia: Mo 2002889 Posmip cepii: 16.666 vn. Jata sur.: 08/2020 Hiticardi go: 07/2023
Batch:No. Batch Size: DiMv: Expiry date:
Ne [Mexazavein kaveeraa Tpehongrna PeaynwToTnt
Nueme Ingdex Reguirements auaNinios
) Result of analyses
1 Jnueanue Beasic nim nowrk Geawe cuinysie rpanyu ¢ TPHATHLIN 3aRANOM, Coorsererayer
Description White-off white, free Bowing flavored. granules, .1 Complies
2 | Wnesrndinxaitss A Pacreap npenapars saeT NORGKHTEALHYIO pearalig (A) n2 wrrpars. Cooraererayer
B, Pacysop upenapaia auet MONOKETEXLI YO pedkiitio (A) na rarpri.
Identifieavion A Solution of product gives a positive reaction A of Citrates, Complics
13, Sohution of product gives a positive reaction A of Sedium,
3 | lpespasmocys pacTaopa Pacroap LomeR $uTh npoIpa LM, Coorsercraver
Appearance of solution Solution must be ¢lear ) Complicy
4 | pht 7593 8.5
pH 1545 S 8.5
5 ] Ounopamiesrs
ACIHPCHVINIRIX R CooTaisTer8yeT tpefonannam Cootaercrayer
Uniformi of dosage unit | Complies to requirements Complics
6 | Kontnecrseimoe
QnNpesLasIe Fie gumyene:
Hoamgne nmpam Or 3,8 v no 4.2 1 watpus untpata s | cause 4.05¢
(93 % 105 % 07 3a5BACHBEOTO KOMIECTRY) 101,22 %
Codepranne nampus ¢ Or 0,892 1 20 0.984 r natpig o 1 cawe 0.962 ¢
cotiee (95 % ~ 105 % oT saanaeHiloro Ko eeTad) 102.50 %
Az cppona ooduoceni:
i O13.6 01044 ruarpus untpata s | catlse
: (00 % 110 % o7 310B1eHA0T0 KOMIMELTUR)
Or 0,845 r 10 1,033 v natpin 0 } calue
(90 % - 110 % or 1umrnedsoro kostliwecTaa)
Assuy Fiyish produci:
Sonlive: citrerse From 3.8 g w 4.2 ¢ of Sodium citrate per | sachet 105y
{93 %% ~ {03 % of {abel claim) 10122 %

Regd, Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 {India)
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Koitsuim f[ea[z‘care Put {td.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph, 07292-258300, Email: info@kusumhealthcare.com, Website: wiww kusumhealthcare.com
CIN No. : U65929D1.1997PTC085750

A.R, Xe KPFP2000231

M Morazaresn wuyeena Tpebonat Peayusrama
Name Index Requirements ORATIOR
o Ruesvit of nnalyses
Assay From €.592 g 10 0,986 z of Sodium per 1 sachet 0962 ¢ ' )
Sadium per sacher (95 %% ~ 105 % ol lebel claim) 102.50 %
Sheff fifee:

From 3.6 £ to 4.4 g of Sodivm citrate per 1 sachet
{90 % - 110 % of label claim)

From $.845 g 10 1,033 g of Sodium per | sachet

(99 % - 110 % of label claim)

7 | Mukpobuonormuceras Oituge wieng a3podiniX MIKpooprannIves (TAMCY): rre Gonee 10° KOE/T.
wueToTa* OQﬁﬁ.xue HENO AponcKeBbiX 1 tecuesX rpisBos (TYMCY: we Gonee | He BAROHYETECA
107 KOE/ r,

Oreyrevene Escherichio cofiv | 1 npenapaTa,

Microbiological purity* Toalawobic nderoer ganisims (TAMC) — NMT 107 CFUrg. Not Applicable
Totwl Yeas: & Meuld Count 1TYMC) - NMT 167 CF /e,
Escherichia cofi should be absent per 1 g.

* TeCT BRUNYETLCA LK nepiuns 3 cepifl, noTin ia koweot 10 cenii ade oan pas ba pik .
* Microbial purity will be pertormed on first 3 commercial batches theyeafter at every 10" bulch or onge in a year which comes earlier.

BUCHOBOK: Cepis Mo 2002889 sianouizae susoran MKS PIT Ne UA/12090/01/01

CONCLUSION: Batch Me 2002889 complics with the requirements of MQC RC Ne UA/12090/01/01

Avmrl Patai
AHATIR BHKOHAR IOATA _ A1 99 res
(ANALYSED BY) . {DATE)
= e Qe 7

Koseurapi: sonae

Comments: no

Jassa apo cepradixauio: «ifenual 5 JACBIANY0, 10 HaBelena BHLLe indopraLia € aectoBipior | Tounoe. Us cepin
nposyxuii Gyna muroronsecun (sravdnioun ynakosky / MapRyBansn) i nposefeHo wouTpons W sxoeri ua
BHULCITANAHOMY MINIPUEMETBI B nosuiit riamonianocTi 3 BrMoOranu GMP, sevatosaennain sicuesum PeryASTOPHHAM
oprauoM, a vaxow blanoslano 2o cneundikanii, mo sieTerLes B peecTpanifinomy Rochbe xpaiwn iMnoprepa.
TipoTowons sxupobnunrsa, YIAKOBKM 1A ansalins Gyas nepernsuyri i seranoeiens ix siznosinnicrs susorast GMPy.

Centification staiement: «On this [ certify, that the above mentioned information is true and accurate. This product
bateh was produced (ineluding paclaging / I beling) and condacted for its quality control at the above menttoned
manufpcturer according to all relevant GMP requirements, established by Local Health Awthority, and according fo
the specification, contained in the registration dossier of the importing country. Records of manufacturing, packaging
and analysis were reviewed and determined for their compliance with the GMP requirementsn,

Mived ke , RATIOMAR  PATC( . AT
Kepiiﬂ:l\li LP¥OH K Il'l’fhm{) FROCT Menenwep piaaiay sabesnénenns amﬁr}f"’_\\
Quality.goatrel group manager Quality Assurance group manager :

N e ons

Regd. Off.; D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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AEPXITIKCIIVIKBA '
JAEPIKABHA CIYXKBA 3 TIKAPCHKHAX 3ACORIB
TA KOHTPOJIIO 34 HAPKOTUKAMH y m. KHEBI
By Bepesrakiscrka, 29, Kuig, 02098, TeL/axc: (044) 550-23-55, Te. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,hitp s:/fwww.dls.gov.ua, Kon €JIPITOY 37079055

BHCHOBOK
IIpPo AKICTh BBE3EHOT0 B Yxpainy aixapebxoro sacoly

23.12.2020 Ne 717342072611

KATAPIA
(matiMenyBanRe nikapebKoOrO 38000y 3rifHe 3 peecTpaiituny nocairsenramy
Ypanyna uo 4,0 r/5,6 1, mo 5,6 r rpanyx s came; o6 camme B KapToHMiiH KOpOOI
- (opva sunycxy, aosysans, s naxyws TkapeEKOTG 38506y) '

Howiep peectpanisinoro mocsimsenns UA/1 2090[0 1/01 cipox Al peectpaygitinoro noceixgenny HeoOMeneHmH

Cepia mikapcsxoro sacofy Ne 2002890 Kinsxicts preseroro pikaperkoro sacofy 15770

Bupofimx Kyeyw Xenmeep OorJlem, i . _

- Baesgno B Vapaigy

Toiapuerso s obMemenots Bismonina xEmiers "Meagapw ",

aﬁ: _‘ BHINS, iM%, 00 ORTEKOBI iserinor
i p:00nixos0l kapmke TR

3a Pe3yAETaraMu

1T IepEanpers., KORTPOMO BCTRHORICHO,. IO mxapc&.mﬁ 3aci6 sBeseHo B Vipalmy 3
AOTPIMANISERS S

] 1070 3300 e e ‘AKocri mkapcbmaacoﬁm.

EPN g
d% 1 Vs : :

£
. . o
H_aqa.]mnnxf g

{TiocaxoBs o<

Matxona XONONEHKO
T —
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HAEPXITIKCIIYXXBA
AEPKABHA CIYAKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHAKAMM y m. KHEBI
BYJL. Bepesusxiscrxa, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,hitps://www.dls.gov.ua, Kox CJIPIIOY 37079055

BHCHOBOK
Hpo gKicTh BBe3eHoro B Ykpainy JHKapChKOTO 3ac00y

22.12.2020 Ne 71705/20/26

KATAPIsSL

(naliMeHyBanHg iKapcekero 3aco0y TiAHO 3 PeECTpaniHHIM TIOCRLTIeH M)
rpanysu uo 4,0 r/5,6 r, mo 5,6 r rpanys B came; no 6 came B KapToHHiH Kopobui

(dopma pHITyCKY, N03yBANIS, BRI MAKYEAHHS nigapcrkoro acoby)
Houep peccrpauiiiroro nocsixaerns UA/12090/01/01 erpox gii peectpanilinoro mocsixaenna HeoOMexeHTH

Cepis nixapcskoro 3acofy Ne 2002890 Kimskicrs sBesenoro nikapcskoro sacoy 210

BupoGaux - _Kycym Xearxkep [Isr HTﬁ, Ime

(rafiverypanis BHDOOHMKA NiKAPCEKOro 38000y, Xpaiua NOXOmKeHHA)

Bresedo B Vipainy Topaprcrso 3 06Meken010 BiXOBINANLHICTIO "Fnendrapm JITO",
imenT. xoa: 20075891 '

(nadMeryBaims Ta koa 3a €PIIOY IopHIETHOT 0coGH 800 mpiseuIre, iM's, M0 GarskoBi QizmarEOT
ocobH - mimmpuemus, 1 Miclie MpoXMBaH T2 peecTpanifinvti HoMep 0GKOBOT KapTKH IIATHEKA
noaarxis a60 cepia Ta HoMep I2CTIopTa)
Hporoken BisyaneHoro xoutpomo six 18.11.2020 N= 3616/8.
Jlabopatopauii anaiis AxocTi Xixapckkoro acoby 3ailicHersit:

HII "Uentpansra nabopaTopis 3 ananisy sxocTi MiKapcEKaX 3acobiB i Memoi' opoxykuii"
_(m.Kuis, Byn.Kyapsecska 10r) '

(vafiMCHYBANRH Ta MiCIE3RAX0DKEHHS 1260PaTOpii, mo nposenia naboparopumit apanis sKoCTi)

Bucrorox mozo sKocTi mikaperkoro 3acoly, Bupasni naGoparopieto gix 21.12.2020 Ne 3720
Pesynsrati aboparopeOro ananisy AkocTi nikapckkoro 3acofy 3a OepeBipeHHMA NOKasHAKaMy BIIDOBINaI0TE
BHMOTaM METOMIB KOHTPONO AKOCTI (AHANITHIHO-HOPMATHBHOT HOKYMeHTawi1).

3a pesymbTaraMm ACDXABHOIO  KOHTPOJIO BCTAHORJICHO, MO nikapcekmii 3aci6 BeeseHo B Vipalmy 3
AOTPHEMAHHSIM BEMOT 32KOHONABCTBA MO0 320e3MeYeHEs AKOCT] JHKAPCHKAX 300618,

il

Muxona XOJIOJTEHKO

(ininjam Ta npissume)
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Kusum Healthcare Prt ltd

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

Ph. 07292-258300, Email: Mo@kusu:nhealthcare.com, W

ebsite: www kusumhealthcare.com

Jlixapenxit 3aci: R‘ATA?!J]@_‘
Medicinal product;: KATARIA®

Hiroua pevonnua :

Active ingredients:
Fecerpaniiive nocsinyenws:
Registration Certificate:
Jinenzia 4a supodunTeo No:
CepTadikatr GMP No:
Bupotanx:

Anpeca Bnpodnuxa:

Manufactured by:
Address of manufacturer:

Cepiz: Ne 2002890

Poswmip cepii; 16,666 yn,

CIN No. : U65929DL1997PTC085780

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne KPFP2000234
Hara Date : 11.09.2020
rpasyau o 4,0 /561, 1o 5,6 rpanya s tame; 10 6 came B KapToHKII Kopofui
granules 4.0 g /5.6 g, 5.6 g granulesin a sachets, 6 sachéts in a carton package
Hampio nutpary  40r
Sodium citrate 40¢
Ne UA/12090/61/01 sia 02.03.2017, TepMil aii peccrpanifinoro nocsinuenns HeoOMeseunil
Ne UA/12090/01/01, from 02.03.2017, Repistration Certificate validity is undimited
25/61/2018
040/2019/GMP
Kycym Xeatxxep Ner Jva, luxisn
Isot Ne M-3, Ingop Cremen Ironowmix 3oyy, Deiiz-I, Hitamayp, licr. Axap, Maxxea
Tlpapem, Fliu 454774, Iugin
Kusum Healthcare Pvt Ltd
Plot No, M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Mara sur.; 08/2020 Ai¥icruit go: 07/2023

Batch:No. Batch Size: D/M: Expiry date:
M W Hoxaiatean xauectsa Tpebosauns Pesynnrars:
Name Index Requirements aAa/tH30B
Result of analyses
1 | Onucaxue Benpte nnn nouts Genwe comyune TPAHYIIb € FIPHATHBIM 3808%X0M. Coorsercrayer
Description White-off white, free flowing flavored granuies, Complies
2 | Maesrnduxauns A. Paceop nipenapata aaet noaoKuTENLHYIO peaxwyno (A) Ba LM TpaThL CoorsetcrByer
B. Pacteop npenapara gaer NONOHUTENEHYIO peasuuio (A) Ha BaTpuii.
Identification A. Selution of product gives 2 positive reaction A of Citrates. Complies
B. Solution of product gives a positive reaction A of Sodium,
3 | TlpozpaunocTs pacTeopa PacTeop Aomken GuITh Npo3pAYHLIM. Coorsercrayer
Appearance of solution Solution rust be clear Complies
4 | pH 7.5-95 85
pH 73-95 8.5
5 t Onaxopoanocrs
HOIMPOBAHHSIX SNHAMLL Coorsercreyer Tpebosarmam CooTzercrayer
Uniformity of dosage unit Complies to requirements Complies
6 | Koamyectseunoe
arnipeAeicHne Tpu swnvere:
Hampus yumpam Or3.8r 30 4,2 r varpis unTpata B | came 403 r
(95 % - 105 % o1 3a33BNeRHOTO KONHY4eC1Ba) 100.64 %
Codepaicaue nampus a 010,892 110 0,986 r sarpun B | came 09161
caue (95 % - 105 % oT 3ansrennore koauuectsa) 97.50%
Hna cpoxa eodnocmu:
O73,6 1 10 4,4 r Harpus unTpata b | cawe
(90 % — 110 % ot 33aBxenHOrO KOJIH4ECTRa)
070,845 r 410 1,033 r Rarpus 8 | caue
(90 % - 110 % ot 3anenemore xonnvecrea)
Assay Finish product:
Sodium cirrate From 3.8 g io 4.2 g of Sodium citrate per 1 sachet 403 ¢
(95 % — 103 % of label claim) 100.64 %
o
Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 {India) Page 1 of 2

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Rusum Healthcare Pt ltd. o~/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India}
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www . kusumhealthcare.com
CIN No. : U65929D1L1997PTC085780

7

AR. Ne KPFP2000234

Ne Tlorasarenr xavectaa Tpetosaunn Pesyavrater
Name Index Requirements ANANN30B
Result of apalyses
Assay From 0.892 g 10 0.986 g of Sodium per 1 sachet 0916
Sodiunm per sachat (95 % — 105 % of label claim) 97.50 %
Sheif life:

From 3.6 g to 4.4 g of Sodium citrate per 1 sachet
(90 % — 110 % of iabel claim)

From 0.845 g to 1,033 g of Sodium per 1 sachet

(50 % — 110 % of label claim)

7 | Muxpodronoriueckas Obiitee 4HLnO a3POSHEIX MEKPOOPTrARHIMOE (TAMC): ue 6onee 10° KQE/T-
4ymcTOTA® Ofiutee YHGHO APOHOKEBEIX U [LIGCHEBAIX rpubos (TYMC): ac Gonee | He BHKOHYETHCH
10 KOE/r.

Otcyrerrne Escherichio colis 1 r Apenapara.

Microbiological purity* Total acrobic micreorganisms (TAMC) — NMT 10° CF Uig, Not Applicable
Total Yeast & Mould Count (TYMC) — NMT 10% CFU?g.
Escherichia cofi should be absent per 1 g,

* Tect BHKOHYETLCA A0K Neprunx 3 cepid, noTiM 2% KoXHoT 10 cepii affo onud pa3 Ra pix .

* Microbial purity will be performed on first 3 commercial batches thereafter at every 10% batch or once in 2 year which comes earlier.

BHCHOBOK: Cepix Ne 2002890 sianosinae sumoray MK PIT Ne UA/12090/01/01

CONCLUSION: Batch Ne 2002890 compiies with the requirements of MQC RC N UA/12090/01/01

ANTL Pameva L
AHARI3 BHKOHAB JATA _ {109 1010

(ANALYSED BY) a/ (DATE)
TECh i

Komenrapi; Hemae

Comments: no

3anna npo ceprudiranio: «lilcHum a racsigayo, wo HaBsesena BHILe iAjOPMaNin € XocToBipHOW | TowHOIO, Ha cepin
npoayxuii Gysa BHroToBjAeHa (BKNIONANOYM ynakosky / mapxysamus) i nposegeHe KoMTpoar ¥ uxocri ma
BHIUEITAAAHOMY RUNNPHEMCTEL B8 NOBHIH BIATOBIAROCT 2 BUMOraMn GMP, BerasoBaesaMa Micnesam PerynaTOpRIM
OpTaHoM, a TaKox Bignosigwe Ao cnenudixanmii, we MicTHrLes B peccrpaifinomy Jocne wpainu iMmoprepa.
ITpoToxony BupobHHITES, YNAKOBKH Ta ananisie Oyau neperasHyTi i Beranonneno X BianoBiadicTs BEMOran 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 fo
the specification, contained in the registration dossier of the importing country. Records of manufacturing, packaging
and analysis were reviewed and determined for their compliance with the GMP requirementsy.

N d lidher UMK PRTCL
KepiBhAK rpyiin KOHTPOITIO AKOCTI ) eHeKep RLUTLTY 3a0e3neyeHHA AKOCT
Quality control group manager Quality Assurance group manager
' { QUAITY
: 2 ANCE S
i5.0a - 20% 5\ SURAE

11099202,
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JEPKIIKCIYKBA
AEPIKABHA CJIIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. bepesnskieceka, 29, Kuis, 02098, Ten./daxe: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,htips://www.dls.gov.ua, Kon €IPTIOY 37079055

BACHOBOK
HPO AKICTH BBE3eHOro B YKpainy Jlikapeskoro 3acofy

01.02.2021 Ne 3788/21/26

KATAPIA

(HaHMCHYBAHNA NiKAPCLKOr0 32C00Y 3rifHO 3 PEECTPALIHHAM [OCBLTICHEAM)
rpany.m no 4,0 r/5,6 r, 1o 5,6 T rpanya B camte; Ho 6 camie B KApTOMHii Kopoomi

{opma BRITYCKY, O3YBaHHNS, BHJ NIAKYBAHHS iKAPCEKOTO 3acoby)
Homep peectpauiinoro nocsimriennz UA/12090/01/01 crpox aii peectpauiiinoro nocsingerus HeoOMEKEHH I
Cepis nikapcekoro 3acoby Ne 2003006 Kimekicrs BBe3eHOMO Aikapebkoro 3acoby 194

BupoGuuk Kycym Xemrrxxep et JItn, Iuxis

{HaliMenyBanns BupobHAKa Nikapchkoro 3acoly, Kpaina NOXO/eRHs)

Breseno B Ykpaidy TosapuceTso 3 obmexenoo BixToBinansuicTIo "aendapm JIIM,
inent. xon: 20075891
(uaiivenysanus T2 kon 3a CIPTIOY wpumirrol ocobu abo npissnue, im's, No Garsxosi dizuyrol
0CO0H - mianpreMIa, 1T MiCHE IpoXUBaHHES Ta peecTpaniiuuii HoMep o6aiKoB0T KAPTKH MIATHHKA
nofarkie abo cepis Ta HoMep nacnopra)

[Ipotoxen sisyansnoro kontpoumo sin 13.01.2021 Ne 13/18.
JlaboparopHuii aHanis AKOCTI MKAPCHKOro 3acoby 3ailcHeRM:

Al "Lenrpansra naGoparopis 3 ananisy aKocTi JHKapchkix 320618 1 MEIIHOT IpOAyKIi"
(m.Knip, Byn.Kynpsaeceka 10r) :

(HaliMeHyBaHHA Ta MiCUEIHANODKEHHS nafopatopii, o npoeena JaGopaTopuuil aHanis AKOCTI)

BHCHOBOX Moo AKOCTI NiKAPCHKOTo 3acoby, Buaanuit naboparopieto nig 29.01.2021 Ne 0244
Pesynprary naGopatoproro ananisy SkocTi nikapcskoro 3acofy 3a mepeBipeHMMy NOKa3HMKamy BiXNOBIAAI0TS
BEMOraM METOAIB KOHTPOMO SKOCT] (aHANTHIHO-HOPMATHEBHO! BOKyMeHTALIT).

- iU T R




JAEPXJIIKCIIVIKBA
AEPKABHA CIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI

ByJ1. bepesnsxiscexa, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Tex. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog € IPLIOY 37079055

BHUCHOBOK
NMpo SIKICTH BRE3eHOTO B YKpainy Jixapenroro 3acofy

01.02.2021 Ne 3799/2172610

KATAPIA

(HalineRyBaHHA NiXaPCLKOTO 32c00Y SIIAHO 8 PEECTPAIFHRAM HOCEIANCHIAM)
rpadyau 1o 4,0 /5,6 r, mo 5,6 r rpanyn B came; o0 6 camye B KapToHHIH Kopobni

(gopma sumycxy, no3yBanNg, BUA MAKYBAHHA TIKAPCLKOrD 3acoGy)
Howmep peectpaniiinoro nocsizuenns UA/12090/01/01 crpox aii peecrpauiiinoro mocsingernus HeobMeX e
Cepis nixapcrkoro saco6y Ne 2003006 Kinsxicrs BBe3enoro nmixapenkoro sacofy 15960

BupoGrux Kycym Xentxxep st JItz, Innis

(nadtMenyranus aBupobHuKa Tikapchkoro 3acoly, kpaina NOXOJUKEHHS )

Bsesero B Vxpaidy Tosapucreo 3 06Mexenor BixnosizanemicTio "I aendapm JITIT",
inenT. xon: 20075891

(nativenysanng 12 on 32 €JIPTIOY ropunuunof ocofin abo nipissune, iv's, Mo Garsxosi tissanol
©0coGH - TANpHEMILA, T Micle NPOMBARHS Ta peccTpantifisml Homep obnikoRo] KapTiH MuarHIKa
noaatkis aGo cepix ra HoMep nacnopra)

MNpotoxon sisyanrenoro kontpomo ein 21.01.2021 N 149/7.

3a pesynnTaTaMu  JICDAKEBHOIO KOHIDOJIO BCTAHOBJICHO, IO mikapcekul  3aci BReszeHo B Vkpaimy 3
AOTPHMAHHAM BHMOT 33KamO/mMsCTBa OO 3a0e3neyenns IKOCT] JiKapCLKX 3aco0is,

Muxkona XOJIOJJEHKO

(mignmc) (iminiany Ta npizemme)




Kiusum Healthcare Pot. ltd

Plot No. M-3, Indore Special Econornic Zone, Phase-II, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www.kusumhealthcare.com
CIN No. : U65929D1L.1997PTC085780

CEPTHPIKAT AKOCTI
CERTIFICATE OF QUALITY

AR, N: KPFP2000282
Jara Date : 19.10.2020
Jdixapcokui 3acit: KATAPII®  rpauysn no 4,0r/56r,n0 5,6 rpanyas caure; no 6 came & xaprowuii xopodui

Medicinal product: KATARIA®  granules 4.0 g/5.6 g, 5.6 g granules in o sachets, 6 sachets in « carton package

Aftoua peoBmAa : Hatpiso wipaty 407
Active ingredients: Sodium citrate 40
Peccrpauiiine nocsinends: Ne UA/12090/01/01 Bin 02.03.2017, Tepmin Al peeerpauiitiore nocsimtens weobmemerit
Registration Certificate: Ne UA/12090/01/01, from 02.03.2017, Registration Certificate validity is unlimited
Jinensin #a BupoSuuuree Ne; 151612018
Ceprutirar GMP Ne: 040/2019/GMP
Bupotunx: Kycyms Xenrxxep Ilsr J1a, Ingin :
Anpeca BUDoBHAKS: ILaor Ne M-3, Inaop Cnemren Ixonomix 3oyu, ©eiz-1I, Mira mnyp, Hicr. Axap, Maaxe:
Mpanew, Min 454774, Tunin
Manufactured by: Kusum Hesltheare Pyt Lid
Address of maaufacturer: Plot No, M-3, Indore Special £cononiic Zone, Phase-1l, Pithampar, Distt. Dhar, Madhya
Pradesh, Pin 454774, Tadia .
Cepig: No 2003006 Posmip cepif: 16,666 ym, Hara Bur;: 09/2020 HOificnuit no: 08/2023
Batch:No. Batch Size: D/M: Expiry date:
XNe Hoxasavenn kausiTsa Tpedosanna Pesyaorares
Name Index Requirements aninuzos
. Resulf of analyses
1 | Onucaiie | Beirse W nowTH Bestsie CHITysie rPaRYAl ¢ IPHETHAM 3AHAXOM. | Cooraererayer
Description _ White-off white, free flowing flavored granules, - _Complies. . .
2 | Haerrnduraima A. Pacteopy npenapaTa 2aeT HOA0KHTCREHYIO peaxumio (A) Ha LHIpaTHL Coorsercrayer
B. PacTROp NpENEpaTa A3eT BOT0KATELHYIO peakmas (A) 1 Ha puil,
Identification A« Solutioni 6f product gives a positive reaction A of Citrates. Complies
: B. Solution:of product. gives a positive reaction A of Sodinm. ;
3 | Mpospaunoors pactsopa | Pacteop noisen Gerrs, npospayniiv, Cottercrayer
Appeatgnce.of solution Solubonnyiistbeclear Complies
4 | pH 75-93 87
pH 75-9.5 m | 87
5 | OawxopbiuocTs & ”o@ o
RO3UPOBAHHEIN CIHHHE CooreercTayer TpeGonanvnm Y/ «[NEAdAPM \% Coorseierayer
Uniformity of dosageunit | Complies to requirements f T % Complies
6 | Koumdecrpentipe ' R E 'H;g;';!qgsgswaﬁ;ﬁ
* | ONpeReleHRe Hpu senyexe: 5
Hampun yimpam Or 3,8 r 50 4,2 c HaTpHd upTpata s | ca 4.02r
(95 % — 105.% o7 3aaBNERHOTO KoNMGecTER) 100.54 %
Codepaicare nampis & Or 0,892 1 16 0,986 r watpus & 1 cawe 0:939r
cawe {95 % — 105 % or 3asnneRHONO KoHYecTBa) | 160.00'%
[ar cpoxat 2adsocmu:
Or 3,6 r no 4,4 r BATPpRZ mWaTpara k | came
(90 % —~ 110 % or 3a5RieHHOrO Ko 1MYECTBA)
Or 0,845 r 10 1,033 r narpus B 1 cawre
{90 % — 110 % ot 3a8RAEHHOrO KoHYLCTEE)
Assay Finish product: )
Sodium citrate From 3.8 gt 4.2 g of Sodium citrate per | sachat 402g
{95 % — 105 % of label claim) 100.54 %

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India) Page 1 of 2
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www . kusumhealthcare com
CIN No. : U65929D1L.1997PT'C085780

A.R. N KPFP2000282

Ne MoxazaTesw KauecTsa TpeGosanus Pesyasrarn
Name Index Requirements aHAAWIOB
Result of analyses
Assay From 0.892 g to 0.936 g of Sodium per 1 sachet 0.939 ¢
Sodium per sachet (95 % — 103 % of label claim) 100.00 44
Shelf life: :

From 3.6 g t0 4.4 g of Sodium citrate per | sachet
(90 % — 110 % of label claim)

From 0.845 g 10 1,033 g'of Sodium per I sachet
{90 % — 110 % of label claim)

7 | MukpoBuonorugeckas O6ugee 411cn0 a3poBubix MEKPOOPraHUIMOB (T, AMC): ue 6oaece 10° KOE/T. | <10 KOET
MHCTOTA* QGumiee 4HCAO APOMOKEBLIX M MIIECHEBRIX rpabos (TYMC): se Bomee
10° KOE/ 1. <1 KOE/r
Orcyrershe Escherichia colis.] v Tipenapara. Orcyrerane /r
{ Microbiological purity* | Total aerobic microorganisms (TAMC) ~ NMT 10° CFU/g. <10 CFUle
Total Yeast & Mould Count (TYMC) ~ NMT 10 CFU/g, <10 CFU/g
Escherichia coli should be ghsent perlg Absent/g

* Tecr BuKDHY€ETEOR LA fepritex 3 cepifl, moTin i koackiof 10 cepii abo'ofMe pas Ha pix, .
* Microbial purity will be performed on first 3 commeércial batches thereafterat every 10™ batch or'grice in a year which comes earlier.

BHCHOBOK: Cepia No 2003006 siamosinae sumoras MKA PIT NeUA/120906/01/01

CONCLUSION: Batch Ne 2003006 complies with the requirements of MQC RC Ne UA/12090/01/01

PaNTRY
AHANI3 BUKOHAB JATA \§. 18620
(ANALYSED BY) (DATE)
Komeurapi: Hemae ™ 19.\° e
Comments’ fio

Jaasa mpo ceprudixauio: «difennM 1 3acBizayio, mo HaBe¢NeHa BHIe indopManin € XocToBipHOI i Tounoo, Ha cepin
nponyxuii Gyra pHroToRIema (BKIHO4AYH YNaKOBKY / Mapkysasus) | nposeseHo KOHTponn N sxoeri ma
BHINEIraAHOMY NiROPHEMCTEI B NOBRIN BignosizHoCTi 3 BHMOTaMH GMP, BcTaHOBACHAME MICIIeBHEM PEryaaTopHusm
OpranoM, a Takox BinnoBiiie no cneundixani, UG MicTHTLCE B peccrpanilinomy nocke Kpainu iMnopTepa.
IIpoToxoas BHPOGHMITES, YHAKOBKH Ta aRanitis Gysu mepernanyTi i BeTanobieno Tx pinnosimicTs Bivoram GMP».

Certification statemerit: «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 st the above mentioned
manufacturer. according to all relevant GMP requirements, established by Local Health Authority, and according to
the specification, contained in the registration dossier of the fmporting country. Records of manufacturing, packsging
and analysis were reviewed and determined for their compliance with the GMP r qnin_-gments». .

CRUNAMAN “SrgtanrpeTnng
TPOJIO EKOCT!

KepiBnag rpy] Meuemxep Bianiny 3abesneqcuns sxocrts
Juality conffol4rdes man ; ity Assurance group manager N
AV R 135 ogl ()
B\ .0 3
r/}g’\\—/"( S -
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fisum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pitham PPur, Distt. Dhar, Madhva Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www. kusumhealthcare com

Jixapcebkuii 3aCid: KATAPIS®

CIN No. : Li65929DL1997PTC085780

CEPTH®DIKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. Ne KPFP2100008
Java Date : 28.01.2021

rparyau no 4,0 r/ 5,6 r, no 5,6 rpanyn 8 cawe; no 6 cawe B KapTonHid xopobui

Medicinal product: KATARIA® ranules 4.0 g/ 5.6 g, 5.6 g granules in a sachets, 6 sachets in a carton package
P g g

Aioua peyoBHHA :

Active ingredients:
PeccTpauiiine nNocBix4eHHn:
Registration Certificate:
Jiuensin na BnpobHHUTBO Nt
Cepradixar GMP Ne:
Bupobuusx:

Asapeca Bnpobanka:

Manufactured by:
Address of manufacturer:

Cepis: No 2003447

Po3mip cepii: 16,666 yn.

Harpiso udTparty 4,0r

Sodium citrate 4.0g

Ne UA/12090/401/01 sin 02.03.2017, Tepsin aii peécTpauilinoro nocsinyenns seobmeennit
Ne UA/12090/01/01, from 02.03.2017, Registration Certificate validity is unlimited
25/61/2018

040/2019/GMP

Kycym Xearxxep st Jvsi, Inxin

Taot Ne M-3, Inaop Cnewen Ixonomix Joyn, @eins-I1, Mitamnyp, llwr. dxap, Maaxen
Ipanew, ITin 454774, Inaia

Kusum Healthcare Pvt Ltd

Plot No. M-3, Indore Special Economic Z.one Phase-11, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Jara par.: 0172021 Misicauit no: 12/2023

Batch:No. Batch Size: DM Expiry date:
Ne Tloka3aTeau Kavecrsa Tpebosauns PesynmuTaThl
Name Index Requirements aHAMH30BR
: Result of analyses
1 | Onuncanne Beable WM NOYTH OEHIC CHITYHHE FPAHYABI C TIPHITHLIM 3aNaxoM. CooTtsercrayer
Description White-off white, free flowing flavored granules. Complies
2 | Uacsrudukauns A, PacTBOp npenapara AaeT NOJOKHTEISHYIO peakumio (A) HA UMTPaThL. CootBercTBYET
B. Pactsop npenapara JacT NO0ANTEIsHYI0 pearumio {A) Aa HaTpuii.
[dentification A. Solution of product gives a positive reaction A of Citrates. Complies
B. Solution of product gives a positive reaction A of Sodiam.
3 | IIpospauHoCTs pacTrOpa Pacrsop zomkes ObiTh NPO3pa4HBIM, ' CooTBercTBYET
Appearance of solution Solution must be clear Complies
4 | pH 75-95 8.4
pH 7.5-9.5 8.4
5 | OnHopomHOCTR
03MPOBAHHAIX CAHHUL Coorsercrayer TpeGOBaHHAM Coorsexcryer
Uniformity of dosage unit | Complies to requirements Complies
6 | KosuuecrsenHoe
onpejenen1e ITpu suinyexe:
Hampus yumpam Or3,8ra0 4,2 I HATpMS LUTpaTa B | cailue 4.01r
(95 % — 105 % OT 3aABJEHHOTO KOIHYECTBA) 100.14 %
Cooepxcanue Hampua 6 Or 0.892 1 20 0,986 r naTpus B 1 cawe 0.937r
cawe (95 % — 105 % OT 3a4BIEHHOTO KOIUYECTBR) 99.75 %
Has cpoxa 200nocmu:
Or 3.6 r 20 4,4 r Hatpus UaTpaTa B 1 cawe
(90 % - 110 % OT 3298:1€HHOr0 KOJIHYECTBA)
Ot 0,845 r 20 1,033 r vatpusa B 1 came
(90 % — 110 % ot 324BNEHHONO KOAUYECTRA)
Assay Finish product:
Sodium citrate From 3.8 g to 4.2 g of Sodium citrate per ! sachet 401 g
(95 % — 105 % of label claim) 100.14 %

Regd. Off.: D-158A, Okhla Indl. Axea, Phase-1I, New Delhn—]lOO”D Indla)

/Z{jp W A5

% ﬂ 09 07 ,j/

Page 1/1

Page 1 of 2




Kotsum /z’ea/z‘ahe Put ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph. (07292-258300, Email: info@kusumhealthcare.com, Website: www kusumhealthcare.com
CIN No. : U659291>1L.1997PTC085780

AR. Ne KPFP2100008

Ne TMoxkasarenls kayecTsa TpedGopauys PeayanraTsl
Name Index Requirements aHaIA30B
Result of analyses
Assay From 0.892 g to 0.986 g of Sodium per | sachet 0937g
Sodium per sachet (95 % — 105 % of label claim) "99.75 %
Shelf life:

From 3.6 g i0 4.4 g of Sodium citrate per 1 sachet
{90 % — 110 % of l1abel claim)

From 0.845 g to 1,033 g of Sodium per 1 sachet
(90 % — 110 % of label claim)

7 | Muxpobuonoriueckas O6ugee wncao aspobubix Muxpoopranusmos (TAMC): se 6onee 10° KOE/r. | <10 KOE/r
yncTora® Obmee upcro ApoiokeBeIX M Techeshix rpubos (TYMC): wue Sonee
10° KOE/ v. ' <10 KOEfr
Orcyreraue Escherichia coli B 1 r npenapata. ) QOrcyrereme /v
Microbiological purity* Total acrobic microorganisms (TAMC) —NMT 10° CFUrg. | <10 CFU’g
Total Yeast & Mould Count (TYMC) —NMT 10° CFU/g. . - <10 CFU/g
Escherichia coli should be absent per 1 3. Absent/g

* TecT BHKOHYETHCH AN nepinkx 3 cepiid, noTimM s kouHoi 10 cepif 260 oauu pa3 Ha pik .
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10™ batch or once in a year which comes earlier.

BUCHOBOK: Cepia Ne 2003447 gianosinae sumoram MK PIT Ne UA/12090/01/01

CONCLUSION: Batch Ne 2003447 complies with the requirements of MQC RC Ne UA/12090/01/01

Raq A S f“nag Tor1av
AHAJII3 BUKOHAB JATA 28-0i' 202}
(ANALYSED BY) %,4%/5 L pon (DATE)

Komenrapi: HeMae

Comments: no

3aasa npo ceprudikauiro: «AificHuM g 3acBinYy10, 110 HaBejeHa BALLE ingopmanis € xocrosipsoio i Tounow. Iia cepist
nponykuii Gyna BuroTosaena (BKJIIOYAIOYH YNAaKoBKy / MapKyeaHusi) i -nposeseHo konrpons ¥ skocri Ha
BHL1E3raAaHOMY NMiaNpHEMCTBI B NOBRIN BixnosixHocTi 3 BUMoramu GMP, BCTAHOBJIEHUMH MICUEBAM PEryJISTOPHHM
opranoM, a Takox Binnosiawe e cmeummdikauil, mWe MiCTHTRCS B peecTpauifinoMy Aoche Kpaium imnoprepa.
IlpoToKoau BHPOGHUNTEA, YIAKCBKH Ta aHAAi3iB 6y.,1n nepersiHyTi i BcTaHoB/IEHO IX BianoeinnicTs 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 dossier of the importing country. Records of manufacturing, packaging

and analysis were reviewed a rmined for their compliance with the GMP requirements». A .
- Oriivs oy 2 . MIK@MM P”tTE(—f;’
KepiBHHUK TpYyTIH xox-;ﬁ)omo AK o - ‘Menemxep Bigainy 3abesneyeHss KPS
Quality control group manager g Q\"}p Quality Assurance group manager §3:! 2
YL :
28" o+~
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JIEPXJIKCIIYXBA
JAEPXABHA CJIVKBA 3 JUKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

By:n. BepesHaxiscrka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
Npo sAKicTH BBE3€HOT0 B YKPainy JiKapchKoro 3acody

02.03.2021 Ne 9566/21/26

KATAPIsA
(HalMeHYBaHHS TiKAPCHKONO 32c06y 3TiHO 3 POECTPAIIHHAM OCBUTIEHHAM)
rpaayu no 4,0 /5,6 r, o 5,6 r rpa”y.1 B camie; o 6 came B KapTOHHIH xopo6mi

(dopma Bumycky, #03yBaHHS, BUJl HAKYBAHHA NiKapCLKOTO 3ac00y)

Homep peectpaniioro noceingenns UA/12090/01/01 crpox aii peectpanitizoro nocsimierns HeOOMeXeHUH

Cepis mixapcrkoro 3acoby Ne 2003447 KinsKiCTh BRE3EHOTO JiKapeLKOro 3acoby 86
BupoGuuk Kycym Xenrxxep 11T JIta, Inmis
(naliMeHyBanHs BHPOGHHKA JiKapchKoro 3aco0y, KpaiHa MOX0/KEHHs)
BseseHo B Vxpainy TosapurcTeo 3 06Mexenolo BinnosinaapnicTio "T'aexdapm JITI",
inenr. xox: 20075891

(najiMenyBanHa Ta xox 3a CJIPTIOY ropunuyHoi ocoGu aGo npizpuime, iM's, no 6atekoBi disuanol
0cou - miANpHAeMI, 11 Miclle IPOXWBAHHS TA PEECTPalliMHMA HOMED 06MIKOBOT KAPTKH INATHUKA
nozartkis aGo cepisd Ta HOMEp nacnopra)

Tporoxos Bisyansnoro xontpomo six 16.02.2021 Ne 466/4.
JlabopaTopumii aHaNi3 SKOCT] JiKapchKOro 3aco0y 3AiHCHEHHH:

®inig JII1 "I{enTpansaa 1abopaTopis 3 a3y SKOCT JiKapChKHX 3aco0iB i MeHOI TPOTYKIii"
y M.JIpBiB (M.JIsBiB, Byn.Kymbnapkiscrka,131)

(HaliMeHyBaHHA Ta MiCUE3HAX0/DKEHHS 1aboparopii, 1o npoBelia naboparopHuit aHanis skocTi)

BHCHOBOK IIOXO AKOCT JIiKapchKoro 3aco6y, Bupanmit aboparopieio six 01.03.2021 Ne 62
Pe3ynsTaTi Na60paTOPHOIO aHANI3Y AKOCTI JiKapchKOro 3acoby 32 HepeRipeHHMH NOKa3HAKAMH BiZnoBigaoTs
BHAMOTaM METOJIiB KOHTPOIIO SKOCTI (aHANiTHIHO-HOPMATHBHOI AOKyMEHTAINi1).

3a pesyibTaTaMM JEPKaBHOTO KOH 3
JOTPHMAHHSAM BHMOT 3aKOHO » ¥ CT MiKapchKux 3aco6is.

Mauxona XOJIOJEHKO

(iniugiam T2 npizsAme)

Hagamnaux

(nocanoBa ocoba OpraHy A€pKaBHOIO
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CEPTUOIKATIR

Plot No. M-3, Indore Special Economic Zone, hase-1L, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-2585300, Email: info@Kusum.com, Website: www . lcusumhealthcare.com

Hixapesuit sncisr KATAPII
Medicinal product: KATARIAY
Jlitoma penonnna

Active ingredientss
Pecerpaidfine nocniguenns:
Registratian Certifieates
Aligemsis un srpobumereo Ne;
Ceprudiner GMP N
Bupodne

Appeca pupobnca:

anufactured by:
Address of munufacturenr:

Cepin: No 2007694
Bateh:No.

Poamip cepif: 16,666 vi.
Rateh Size:

CIN No.: U65929D1,1997PTCO85780

CEPTHOIKAT SAKOCTI
CERTIFICATE OF QUALLLY

AR Na [21015023000212
. Jarea Date 129.04.2023
rpanyssr o 4,0 1/ 5,6 r, no.5,6 rpanys s cawe; no 6 came o RAPTOINMIT iRopodni
granwles 4.0 ¢/ 5.6 g, 5.6 g granules in o sachets, 6 suchets in a carton package
Harpio wrpary 4,0
Sodinm cityate 4.0¢
No UA/12090/01/01 win 02.03,2017, vepaiu ail pecerpauiiittoro nocrimietats HeOBMEMCH I
No UA/12090/01/01, from 02.08.2017, Registration Certiticate validity is wnlimited
2506172018
040/2019/GMT
Kyeym Xewexwep Mo Jivn, Tais
Thaor Ne W-3, Lgrop Crensen Tionomin 3oyn, Oesra-11, Thvamumyp, e, Leap, Mapxwg
Npasmerns, (i 484774, Juis
Kusum Healtheare Pyt Ltd
Plot'Mo. M-3, Indore Special Economic Zane, Phigse-1T, Pithampuy, Distt, Dhar, Madhya
Praddsh, Pin 454774, India '

Tara our,: 04/2023 '
D/IM:

Jinennit no: 03/2026
Fxpiry date:

No

TMasBa noasMRin
Name Index

Bamorn
Reguivements

Pesyanrary auaaiis
Result ol analyses

Hampho yumpam

Batiem nanipio ¢ caue

Assay '
Sodim. cifygt?@ﬁ’ y.ch

o RP @

I Onne Bini-aGo saibie Giad cuimy i rpanysin 3 npREMUIM 3a1TAX0M, Binnopinae
Description White-off white; free fowing flavored granules. Complies

2| Inenrudicania A, Pomiil npenapaty Aac NOZATHBHY PeaKuilo (A) na wurpar. Biwrosiaac

B. Pozumnu npenapaty Aae nosuTHERY peakitiio (A) ua watpif.

Identification. A. Solution of product gives a positive reaction A of Citrates. Complies

. ' 5. Solution of prodiet gives a positive reaction A of Sodium,

3| Tlpozopicts posauy Pozunn nosHen GyTH [pO3OPHM. Binroninae
Appearance of solution Solution must be clear, Complics

4 | pH 7.5-9.5 8.5
prl 7.5«95 8.5

§ | QUHOPIANICTL MOBORRHHX .
OILAHHUD Binnosinac sumoram Bimiosinae
Uniformity of dosage unit_| Complies to requirgments Complies

6 | Kinnki¢ne puapauenn Hpu gunyery.

Bin 3,8 ¢ no 4,2 r parpiio wwrpary » 1 canie
(95 % - 1035 % win saswnenoro smicty)

Bin 0,892 r 40 0,986 r natpiio 8 1 came
(95 % ~ 105 % nig 3aaBReRora nyicry)

Ele meparin npudamnoeni: )
Bin 3,6 rio 4,4 1 uarpho ukepary a 1 cawe
(90 % - 110 % uin sasnieioro smicry)

Bin 0,845 v no 1,033 vuarpho s | came
(90 % -1 10 % nin saspneroro saicry)

Finish produet:
- From 3.8 g ta 4.2 g of Sodium citrate per | sachet
2(G3.% - 105 % of label claim) -

4,02 ¢
100.46 %o
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CEPTHOIKATIR

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com
Ni tlazpa nokasnurin Basstorn Peayawrarn anaalsin
Nome Index Reguirements e _ Result of analyses
Assay ) From 0.892 g to 0,986 g of Sodium per 1 sachet 10935 g
Sodium per sacher (95 %~ 105 % of label claim) 99.53 %
Shelf life:

From 3.6 g ta 4.4 g of Sodium citrate per 1 sachet
(90 % - 110 % of label claim)

Trom 0.845 g o 1,033 g of Sodium per 1 sachet
(90 % — 110 % of [abel claim)
7| Mikpodioyorivua Barankua kinekicrs aepouix mikpoapraniasin (TAMC): ve Ginwue
queTOTAN | 10P KY O, He sikonyerses
Baransua kinkicrs upixnxosux i nuticenesnx mpubin (TYMC): ne
Ginnie 102 KYO/ ¢

Biacyrnicrs Escherichia coli v | r npenapaty.

Microbiological purity™ Total aerobic microorganisms (TAMC) - NMT 105 CFUg, Mot Applicable
: Total Yeast & Mould Count (IYM(, < NMT 102 Cl g,
| Lescherichiaeoli should be absent per 1 g,

CCT BHKOHYCYLeS 21519 NepLInX 3 cepm noTis A kosHOT 10 cepii aBo o pay un pix .
 Microbial purity will be peilormed o first 3 commercial batel hes theréafter at every 10" bateh or once in a vear which comes earller,

BUCHOROK: Cepia Ne 2007694  nixnoninae nimsoran MKS PIT Ne UA/12090/01/01
CONCLUSION; Batch Ne 2007694 complies with the requirements of MQC RC N UA/12090/01/01

}’3 ANG BE
AHATMNI BHKOHAR «

290 \q"?i.l’?-,‘_’b
(ANALYSED BY) )

Komenra Pl L HeMae

Commen(s: no

Jaasa npo cepridiranhio: «ditienum 51 3acniguyio, Mo nanegena mme indopmanis € goerosipnowo i Toxre. U cepis npomyweni
By prroToBiena (BRMONAIOUH YIAKOBKY / MADKYBARNS) | IPOREACHO KOHTPONL 1T SCOCT] Ha BRINEITAAALONMY SADpUCMEeTs] 1
nosuiit BiAnosigeeTi 3 susoramuy saiuenumy o umurilt wacriarosi GMP, sorsepameniii Minlerepersos 0Xopounsaopos's
Yrpuiun, i 3 susoramis peectpanbinors nocve kpafms upmsgagenyn, JIPporooan BUpoSHHOTEA, YIARORKA T4 aaasisin Gym
nepernanyti | seranosaeno ¥x slosiauiors nusorasn GMPy,

Certification statenignt: «Qn this T certify that the above-inentioned information is true and ncewrate. This product batch was
produeed (including packaging'/ lwheling) .and conducted for its quality control at the above-mentioned manufactuver according
to specified in the curvent GMYP guidelines, approved by the Ministry of Health of Ukraine, and with the requivements of the

_registration dossier of the destinatlon couatry, Records of manufacturing, packaging and analysis were reviewed and
defermined for their compliance with the GMP requirementsy.

Kepisnuk rpyius ROBEPOIIO AK0CT] Ynomyormrenta  ocoda,  mo  saiiicnioe
Quality controf proup manager ceprudiranio cepii
. Qualified Person certifving lhufb:
' T nplsne /\fﬁ/\ﬂ) /”'JM& 3 Ia's Ta nplagiige
(Name) (Name) 7
[Mise / - - ligne Kok
(Signature) / ) (Signatire) -
Jlara nipnucan s 5 ”/‘)O Uitoosz ‘ Naraninowcanns  §f

(Date of sigi nauuc) (Date of signature)
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TNEPHKABHA CIAYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI
sya. Bepestsiisenica, 29, Kuis, 02098, veir. (044) 205-26-88 resr. (i) 295-26-82
E-mail: dis.kyiv@dls.pov.ua, Koa CHUPTIOY 37079055

BUCHOBOK

Npo SIKICTL BBE3EIOTo B Y kpaliy JUKAPCHLKOTO 32¢00Y

14.06.2023 : No 29529/23/26

KATAPIS

(HATIMENY B BTKUPCKEOCO $neofy 3 3 peeeTpraliiinnz noci e
rpanyan 1o 4,0 /5,6 1, 110 §,0 r rparyJt s caine; 1o G canie B KAPTOIii KROPOGIL

- (hopri BHITYCKY, NOLY BAHIS, BICLURRYBRHID sgicapetroro meoudy)
Homep peccrpaniiiioro nocnifuentin UA/12090/01/01 crpor aif peeepaitiitinord nocisueiiis peotmemeHmi
€epin sicapeskoro sacody Ne 2007694 Kinkierh phesenoro Jikapenkoro acoby 84

13upoGitk Kyeym Xesrmucep ot Jhug hiotds

(radseny s sHpoGHKKR ARAPCHEOEO: TCOEY, KPITIE HONOAKCHI)

Breactio B Yrpainy Tosapuerso 3 00meKeno10 pipmoniadginiicro aeadgapa T
e, kous 20075891

Qrafiatenymanus Ta kos s CIUPHOY jopHaaT ocabi G0 piainee, i 1o Sarkroni Giseaiol
ocoli - nianpiese, TEMICe npoaHBng T pecerpiiilignil nosiep oGHiROBAT KAPTRI TR
VIO A0 Cepis A 1OMEPTHICHOPY)
TNIPOTOKON DISYRALIGIO, KOWTPOMIO Bk 30.05.2023 Ne 1482/7.

JlaGopatopiitit anwiig sxocti nikapehrOro gacoby yfteienini:

JIT1 "Llenrpansua JiaGoparopis 3 awainizy JOCT] NTKApChIHX 3ac0Bin | MeaHIIToT mpoy KT
(vt.1Cuin, pyst. Kyapssenka [0r s Inis, sy, Kyipsuschia 8B Kuincnka odnactn, ¢. Honi erpinid.

©pyn, Inana Ppatxa, 19)

(rraliafey Banis T MICUETIUN ORI IMGAPATOPIE I PR saGoparopridi A akoeri)
B HENOBOK 100 SIKOCH Jiikapehkoro 3acoBy, Braalinit sadoparopicio nin 13.06,2023 Ne 0960
Peaynptars JaGopATOPHOIC aualizy A KOCT) NEKAPCLKOTO 3ACOBY 30 NEPERIPEHINIT ORI IIKAMY pRUTOBIAOTH
HHMOFIN METOAB KOUTPOMIQ ARKOCTE (AUANITHHID-HOPMATIIRET oKy MeHTauin, :

34 pPLIYHBIAIANE  ACPIKAMIOIO  KOITROMO  RETIHOBISHD. W sikapenkiii taeid  paesenas B Yepainy

AOTPY M ATISIM piIMOr 3aKOHOAABCTRA TROKO aGesneue

AR s,

W AROCTTHKRAPCLIHS Facn0is,
=y : 5

Miticona XOJOJEHKO

(it 1o apisinone)

hikcon i n4g
g
0
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NEPXKABHA CJYXBA 3 JIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMN y m. KHEBI

sy, Bepeanskisebika, 29, Kuis, 02098, ren. (044) 295-26385 T, (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Koa €APTIQY 37079055

BHUCHOBOK

npo sikieTs BBE3CHOro B Yrpainy Jikapesroro 3acody
14.06,2023 Ne 30094/23/2611
KATAPI

(HatiMenypatim Aikapeskoro 3aco0y A0 3 pcccrpuu_in‘i-lvim foeaiueHRam)
rpanydu o 4,0 r/5,6 rno 5,6 r rpanys B caweé; o 6 caure b gapTonnii xopodui

(hopMa aynNYCKY, JOBYDRHHA, BHIL TAKY BAHHH hixapcwom 30500Y)
Howep peeerpatiitoro nocsinuenrs UA/12090/01/01 erpok aii pecerpauifitoro nocsisueHus HEOOMEKEHNH
Cepis nikapebroro sacoly Ne 2007694 _ Kinukicrs saesenoro nikapehkoro sacoGy 16245

BrpoGhnk Kyeym Xesrrxxep Iy Jlva, inis

(uafisteny Banbs BsHpnGHIKa NIRAPCHKQTO BCOBY. Kpatim nnNO/KeHHY)

Boeacno B Yrpalny . Tosapuerno 3 obmexenorn sinnosixamsuicrio "Taeadapm JITAY,
: inerr, wons 20075891 '

(udiMenypars 1a €oa 98 CAPHOY opuiiol ocolbi 160 npisniuie, iv's, 10 Garukoni Gisuynoi
0caGH « HIANPHESIL, T MICTe npKkMBAITA T8 PCETPILIHIMA HoMep aBAIKoBOT KAPTKI nIY KD
noA4vKin a60 cepid ta HoMEp nacnopTa)

Nporokon sisymsuoro konrposmo nin 14,.06.2023 Ne 1667/6.

3a  pesynbTATAMH  IGPHABHOTO  KOWTPOMO  BCTAHOWIGHO, 1O JiKapchkuil 2aci6  speaeno B Yipalwy - 3

AL FAKOHOAABCTBA L1ONO 3abesncueing akocTi HKAPCHKHX 3acobis,

Mukona XOJOJEHKO

) KOUTPOAID) (nimie) i (it va npissiie)
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