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Jirowi peviosnrn:

Active ingredients:

Peccrpantitue mocsiydemiia;

Registration Certificate:
JHinemin ua snpofunnrio Ne:
Cepradigar GMP Ne:
Bupotizsie:

Anpeca nqpﬂﬁﬂnua:,

Manufactured by:
Address of manufacturer:

CIN No. : U65929D L1997PTC085780

CEPTHOIKAT SAKOCTI
CERTIFICATE OF QUALITY

AR, N KPYP2000179
Hara/Mate: 24.07.2020

(XPREYII AAR GPANLLHOFC POIUHAY H cMAKOM JAEMOHL, 0O 5 Ty came, no 18 canre v
HapTomkiil ynakpsui)

(granules for oral sofution with lemon flavor, § g in a sachet, 10 sachets in 1 carton pack)

ﬁﬁpaqemnmﬂy 750 sr

Deninepprgy ru]mzmopmxy 0 mr

KacnoTy atKop6INoRy HoKpHTY

¥ Hepepaxysanni #a KHOIOTY ‘scxopbizory 60 sr

Phénylephrine hﬂrochlondelﬂ mg
Asparbie acid coated equivalent t6 ascorbicacid 60 mg.
Ne: UM{GSOZ!M/G! 81122.12.2017, 'mpmﬂ Al peccrpauiitnarae HoCRiHenR Ao: 2%.12.2022

WKy
J,i& UA/16502/01/01, 22.12.2017; Registeation Certificate valid till; 22,12.2022
ZR/31/2018.
040/201?1@}\{?
Kyeym Xearixep Hur T
Maor }e M3, Innep Cremex Tsanamix JayR, Gelis -1, Wiramoyp, Jicr. Jxap, Manxes
Npanen1 llﬂk 454774, Lunist
Kusum Heafthcore Pvi Lid
Plot No, M -3, Hidore Spedial Economie Zone, Phase-11, Pithasipur; Distf. Dhar, Madhya
Pradesb,Pm 454’?'?4 India

Cepix: No 2002678 Poswip'cepii: 7000 ya. Jarta sucs 0672020 Hifdrindt mo: 0572022
Batch:No. Batch Size: DM D/E:
Ne Hoxraiwak sxocti Bamorn - Peaymsrar
Tests Requirements. apaxisy
Reésulis
1 { Onuc l"paaymonamii NOPORIOK, BiZ. eaimo—:xmsmr'o O KOBTGIO mm,c-py 3 | Bimmosinae

. Description

| EfoueRaf Gk, rpanyn pistol Diopsi.

Granulated powder from light yellow fo. yellow colored with inclusion of | Complies
white riniles of vafious shape.

% | I,_q"enmdiika‘x:ix
Hapayemamon i
Derinedpuny 2idpoxrcpud

Kucroma ackopbivoea

ByrpoBysauna va
denmudixaniio Gapenika
Xinoxikasozo Meaemoza,

| Identificatign
Paracetamol ard
Phenylephrine ipdrochloride

. BHHPOD}'BBHOFO PO3UNHY JIOBHNECH CHIBNAAATH. 3 98C0M YrpEMYBaBHA

Ua yTpumysaiiia iy napauerasony i miky q}eumccbpxny | Bianosigae
rifpoxaopuay Ha XpoMaTQrpamax suapoBysanoro i crannapTioro
PO3EIHIE, GTPHMANNX B.yMOBAX KiMLKICHOFO SuIHATCHHS, NopEe)
coisnaaarH.

Hac yTpuMyBaKHS HIKY KUGAOTH ackap6inaboi ia xpoMaTorpaui Binnogizae
iKY KACTOTH BCkOPBIHOBOF KA XPaMATOrpaMT GARIEPTHOTD poFmy

YD-crextp nor"mﬁaaus eurpoayscmaaa posuiy, TIOBHHEH M&t® | Bixnosinae
MAKCHMYW NOLIRARAER NpA I0ERMH! Xsani (414 £3) my

The retention time of the Paracetaniol peek 2nd Phenylephrine peak in Complies
the chromatogram. of sample solution f‘—OH‘BSpDDﬁS 1o that of the
Paracetamol peak and Phenylephride peak in the chromatosrami of
standard’ soluuon as Obtained under assay.

/;
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CIN No. : U65929D1.1997FTC085730

AR N KPEFP2000179

Ascorbic Acid The retention time of the Ascarbie acid peal: in the chromatogram of the | Complies
sample solutien corresponds to that of the Ascorbic acid peak in the
chromatogram of standard solufion.

Coler ideurfﬁr:ation test for The Solution should extilbit % max at (414 = 3) nin. Complies

Quinoline Yellow

3 | Cepeqnn mace Rviery came | 5,07 =3% (4,757 —35,25 1) 497

Average fill weight. 50p=5%{475-525g) 49g

4 | pl Tlpa unycky) )
2,747 3.4
-Egmg&rw mepaing npudanstocnl
2,550 :

pH At relegse
2747 34
At skelf life:

2.5-30
5 | ‘Bosniwnid $@ragx posdpay | Posdii KosToro Koibopy Biunbsigae
Appearance of solutio Yellow celored solation Compliss
6 | Omuopignichs fozosanx . ) ]
© | emmians AV, gel =] 5,0 Bixnosizac
Uniformity of dosage units AVSU] where L1=15.0 Complies
7 | Kinsricwe snspavesas T sanycry:.

Hapayenasicn 55:0% - 105,0% six 3asbrierof xinskocti 98.7%

§ (7125 wr - 787,5 wr & 1 camie) | (7404 i)

Denizedipuny eidpoxaopud | Bix 95,0% A6 105,0% min 3anenexor kinskocti 97.5%

{ (Bim 9,5-mr a9 10,5 wr 8.1 came) (9.8 M1)

Kuenoma cexopbinsea 95,0% - 105,0% Bin 5a43NEHOT KiNTKOCT] 101.1%
(37.0Mr- 63,0 Marm | cae) (60.5 wr).
Hpomszos mepminy npudantuocmi:

Iapawemanon Bia 90,0% -110,0% »ij sdannenof kinskocr
(Bix675,0 mr zo0 825,0 mr 1:1 came)

Denizedpuny eidpotaopud Bix90,0% -110,0% pin sansienof kimexocr

{ (Bin 9,0 xmron0 17,0 vr b, 1, came)

Kieaoma acxopbinoea 90,0-110,0% mix saspzenol xizekoori
(Bin 54,0 wr 518 66,0 MF 2 1 damie)

Assay Arrelease:

Perecetamol 95.0% - 105.0% of tabel claim - 98.7%
(712.5 mg — 787.5 mg in | sachey) (740.4 mg)

Plenylephrineg hydrochloride 93.0% 105.0% of label claim 97.9%
(9.5 mg~ 10,5 mg in 1 sachet) {58 mg)

Ascorbie Acid 95.0%- 105.0%.0f label claim 101.1%
(57,0 mg - 3.0 m¥ in 1 sachet) i (60.6 mg)
At shelf life:

Parocetamol 9(19_% - 110.0% of Tabel ¢laim
(675.0 mg —825.0 mg in 1 sachet)

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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Kusum Healthcare Pot 4.

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

Ph. 07292-258300, Fmail: info@kusumhealthcare.com, We-b'site: www kusumhealtheare.com

CIN No. : U65929D1L1997PTCO85780

AR. X KPFP2000179
Phewylephring hydrochloride | 90.0%- 110.0% of Iabel ¢laim
{9.0mg ~ L1.0'mg in 1 sachet)
Aseorbic Acid 90.0%- 110.0% of label claim
(54.0:mg - 66.0 mgin 1 sacher)
8 | Cyuposiksigominrkn Hpu GUHYERp: -
+auinofenon - He Gizeme 0,05% He abHapyxenq
4-xnopaueranisiz - se Gliswe §;001% N He gbHapioeno
Makcamansta ieinentuthixosana omimxa - ke Ginsme 0,15% HMA@ HEYYUTEIBAEMOTO
' npeagid

Cyva nowitiox - se Gime 0,5%

Hpomazan mepminy pyudamiocmi:

A-avitodienon - He Giniie.0,1%

4-xnopaugrasisin- we Simemwe-4,001%

Makcimaiiina weinewridiicosist AomTioma - e Sirsme 0,25%
“Cyta omiurox - ne-6innise 1,0%

HEXE HEYTHTEIBACMOT0
npenena

Related substances Atrelgases
4-Amino phenol - NMT 0.05% Not Detected
4-cliloreacetanilide - NMT 0.001% Not Dotected
| Highest nnknown impurity - NMT 0.15% Below Distezard Litnit
Total impurities: NMT 0.5 % Below Disregard Limit
| Atshelfife:
4-Amino pheriol - NMT 9.1%
4-chloroacetanilide - NMT 0.001%
Highest uriknown impurity ~ NMT 0.25%
“Total impurities; NMT 1.0 %
9 | 3annmkona xirbkicTs 2-riponancn - He 6imbmé 5000 ppm 2526 ppm
OPTANIIRNE POITHRERKID
Residual solvents .%-propanol = NMT 5000 ppox. . 2526 ppm
10 | Mipobionoriuna aacroTa * | BAransRa KITSKICTE aepobumx Mixpooprauizuis (TANMC) - ne Ginswe <18 KOEKx
| 0t Kvonm ' _ ‘
JataiRa KinkkicTs ipikixosux 1 imicencsux rpusis (TYMC) - ye <10 KOEr
Ginsie 10° KVO/, )
Big¢yriieTs Eschérichia coli 8 1 rnpenapary. Bincymuiers/1r
“Microbiologiial purity * Total acrobic micrebial count (TAMC) - NMT 107 ofg <10 CFU/g
Tetal:combined yeasts/ moulds count (TYMC) - NMT 10 cfiv'g <10.CFU/g
Estherichia coli shsent pec 1 g Absent per 1g

* Konipons MixpoBiosorivsa 1ieToTa DPOBOARTEES Ui (ePIiX 3 Cepifi notist Ana KowHOT 10-T cipit, a60 oaiw pim Ha pik,

¥ Test of Microbiolagical purity will be perfarmed on first 3 zommercial batches and thereafier o every 10th batch or onte in a year

whichever is earlicr.

BUCHOROK: Cepis N 2002678  sinnosizae Bmaoram MISL PIT Ne UA/L6502/01 /61
CONCLUSION: Batch Na 2002678 complies with the requitements of MQC RC Ne UA/16562/01/01
L t c a i
ibatpat
AHAJI3 BHKOHAB

JATA 2y, 07 <2020

(DATE)
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Kusum ﬁ’ecz[z‘car.e Put. ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 0?292—258300, Email; info@kusunihealthcare.com, Website: www . kusumhealtheare.com
CIN No. : U65929D1.1997PTC0O85780

AR. N KPFP2000179

Komenrapii nemae
Comments: no

, 3asma nipo cepradikanio: «/lificimn a 3a¢sinayio, 10 KABeACHA BUTTe fudopmanin eagerosipuom i Townon, Ta cepin
RPOAYKWIl Gyaa BuUTOTORAeHA (BHIIOHAK0IH YUAaKOBKY / MEDKyBauHs) i mpomeaeno KoHTpoAs U secocti Ha
BHIMEITEAANOMY rilnpneMcrsi B mommill  signopimwecti 3 mesoramm GMP, BerangeieHEMH  MICHCBAM
PETYASTOPHHM OPraHOM, 2 TAKOK BIANOBIAHO A0 enennpiranii, 1m0 MieTHTRCH B pees:"rpmiiﬁudh;y AOLhE KPATHE
imaéprepa. Ipororoan BHPODHHUYBA, YNAROBKA Ta auaiis Gy TeperasuyTi i Béranosneno Ix BiggoBinHicTs
Bisoram GMPy, ' '

Certification statement: «Qin this I értify, that the above mentioned inforimation is tiug and accurate. This. product
bateh was produced (including p ckaging / labeling) #d conducted for its quality control af the sbové mentioned
mangfacturer according to all relevant GMP requirements, established by Local Health Authority, and according ‘to
the specification, coutained in the Fegistration of the dossier imporfing country: Records of ‘manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirémentsy.

Ctims uny Stdivrpeonan. ER il it e A5
Kepistiyg rpy:{tmmﬂpomd HKOCTE Merezikep Binainy sabesneuens skocTH

Quality mﬁ&mm anager Quality: Assurance group mauager
wl r 5 < .
: Zu:e-'l-“”’ ' ~2 .m‘"”—aw
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Déﬂ

JEPHJIKCITYXBA i
JEPKABHA CJIVKBA 3 IKAPCHKHX 3ACOBIB |
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

By, Bepesrikinchka, 29, K, 02098, o /axe: (044) $50-23-55, Tex. (044) 550-20-55'
E-mail: dls.kyiv@dls.gov.ua,h@s://w.d!s,gov.u_a, Kox EJIPTIOV 37079055

- ____/’ 'y.

K ‘ faen -::?:
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BACHOBOK .
PO AKICTH BBE3EHOT0 B YKpainy JiKapcbKoro 3acoby ;
i
22.10.2620 Ne 5654?/20/2611
|
I'PHIITO XOTMIKC® J

(naiMenynanua JikapcLkoro 3aco6y sringo 3 PoecTpaniiim nocsinue i) i
TPaHyJIH /1A OPaNbLHOro DOIMHHY 31 CMAKOM JIHMOHA 10 5 1 ¥ came, o 10 came y KapyoHmii
YUAKOBRi :

(popma sumycky, nozysanss, big MaKYBSHRA RIKAPCEKOro 3acofy) i

Homep peectpauiiiroro nocsimaenns UA/16502/01/01 CTPOK mif peccTpaniiHore nocsirenms 22.12.2(;22
!
Cepisn rixapcskoro sacoby Ne 2002678 Kinskicts BBe3eroro nikapcskoro sacofy 23 |

Bupobimx KYCYM XENTXKEP BT JIT]T, Ingis

(uaiiMenysakns BHPOGHHKA nikapchxono 3acofy, KpaiHa HOXO[KEHHS)

Bueacho 8 Vxpainy Tosapucreo 3 ofiMexenon BinoBinaxsHicTio "Tnendapm JTI,

inenT. xon; 20075891 .

(malimenysanns ra ko1 3a CIPIIOY 1opranIHol ocobH abo fpisnume, M9, 10 6aTEx0B] dizmarol

ocobu - nixnpuemus, i Micne TIpOXBBARHY Ta peecTpaniiyui HoMep 00iK0BOT KAPTEN NaaranKa
NoJarkia-alo cepis Ta noMep MACTIOPTa)

Dipotokoa sisyansuoro konrpomo ein 08.10,2020 X 3040/19.

3a pesymeTaTaME jepxasHOTO KOHTDOIIO  BCTAHOWICHO, IO JiKapchikudf 3aci6 eResenmo 3 Ykpainy 3
AOTPHMAHHSM BuMor 3aKoHOAABCTEA mono 3abesneyenns AKOCTI TKAPCKKHX 3aco6in.

% Mrxona XOJIOAEHKO

(nianmc) (igioiam Ta wpissrme)
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