JEPKABHA CIYXKBA 3 JTIKAPCHKHUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KUEBI

npoe, Hanii Caitnuunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPITOY 37079055

BUCHOBOK
npo AKiCTH BBE3EHOr0 B YKpaiHy JikapchKoro 3acoly

02.07.2024 ' Ne 33948/24/26

'PUTITO XOTMIKC®

T(havkeny B HIKAPELKOT 30C0GY 3riAnd 3 peccTpaiiitiim nocniadenim)
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NEPKABHA CIYXBA 3 JITKAPCHKNX 3ACORIB
TA KOHTPOJI0O 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanii Caitamunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079035

BUCHOBOK
o AKICTL BBE3EHOro B YKpainy Jikapcebroro sacoly

02,07.2024 Ne 33955/24/2611

'PUTITO XOTMIKC®

(HaKMENYRATIR AKAPChOro 300Gy 3riuio 3 peceTpaitiiindm nocaisenism)
FPAHYIH AA8 OPAALHOTO PO3UMEIY 3i eMAKOM HOPHOT CMOPOAMHH, 110 5 1y came, no 10 camey
KAPTOHHIN ynaxopui

(opma BUAYCKY, JAO3YBAIHS, BHA 1HOKY BRI NikApeLEOTo 3ucoly)
Homep peecrpauiiinore nocsinuenrs UA/17055/01/01 ctpox aif pecerpauitinoro nocaiaveus 11e0OMeMEHN
Cepis nikapckoro sacofy Me 1003559 Kinbiicts ssescnoro hixapebioro sacody 6578

BunpoGhitk ‘ KYCYM XEJITXKEP TIBT JITJL: nis

(Hadtmeiry B BrpoBIHKa HKAPCLKOTOILOBY, KpaTua noswokeHns)

Baseseno B Yipainy Tosapucerso 3 o6Mexenoto sinnosinaasuicrio "Tiexdapn JTHY,
inewr. wom: 20075891

Ladmenysanst Ta koA 38 €/IPHOY 1opuikiol ocalu a6o npiasuine. iM's. 10 Sarukoni Giskunol
0colu ~ rlianpuemust. i micue npoxusaitis T peccrpardiimi nosep oGnikoBOT KapTKY I THITHKL
noaarkis a0o cepis Ta nomep nacropr)

TMpoTokoa sisyansuoro wonrpomo six 02.07.2024 Ne 2229/2.
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32 pesyibTATAMM  ACDIABHOTO  KOHTPOMO  BCTAMOBAGNO, WO  AiKapehkili  3aci6  sseseno B Ykpainy 3

AOTPUMAHHAM sumMOr 3aK0101ABCTRA 11040 3abesneueHns aKkocTi hikyfediinx 3acodin,
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Kusum Healthcare Pri

Flot No. M-3, Indore_Special Eeonomic Zone, Phase-I], Pithampur, Distt. Dﬁaf,‘ Madhya Pradesh=
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com

Hirapenrnt snciGs

T'PHKTO XOTMIKC®

CIN No.: U65929DL1997PTC085780

CEPTHORLKAT AKOCTL
CERTIFICATE OF QUALITY

AR Ne 1210FP24000323
Hara/Date (8.04.2024

resprronsiit-youconug)

Medicinal product:

GRIPGO HOTMIX®

Aironi pewonnimi:

Active ingredients:

Pecerpanitine noeniguennsa:
Registration Certifieate:
Jlineusisn wa supodnnnrnoe Ne:
Cepradirvar GMP Ne:
Bupodni;

Anpeca Bupefunras

Manufactured by:
Address of munufacturer:

23

Wenigedprny rispoxsopuay 10 mr
Kneaoni aexopGinonol, noxkpurol
y uepepaxysanui ga wucaory acxopbinomy 60 mi

Paracetamol 750 myg

Phesiylephrine hydrochloride 10 mg
Aseorbic ncid coated equivalent to ascorbice acid 60 mg

10,11.2023; Registration Certificate validity is unlimited

434774, Tugin

Kusum Healthcare Pyt Led ‘ '
Plot No, M-3, Indore Special Econamic Zone, Phase-11, Pithampur, Distt Dhar, Madhya Piadesh, Pin

454774, Indin

Cepia: Ne 1003559

Poamip cepiis 7000 yi.

Hara sur: 0372024

(FPATYIM N 0PASENOT pasuiiy 31 emawon wopirol emopounitn, ne 5 oy caine; o 10-canre y

(granules for oral solution with blackeurrvant flaver,§ gina sachef, 10 sachets in a carton pack)
Tapaneraneny 750 mr

Ne QASI7053/01/61 win 10,1 1.2023, veparin ail pecerpaniiinoro noesizpens neodnerenii
Nz UA/L7055/01/01,
28/34/2018
70/2023/GVIP
Kyeyst Xeqrrsicep Xinr Jhra, Tuain
Maor Ko M-3, Tinop Crieties Treonamiie Joyn, eits-11, Mirasuyp, Ricr: Axap, Maaxes Dpajgens, Hia

Hittenudi no: 02/2027

induzorapainy i xapsoisuny

AENPOOYRAHOIO | CTAIAPTHOTO POPUHIR, UOBHHEN CIHBRARNTL

Bateh: Batch Size: DM D/E:
Ne Yoxaznux axrocti Buyorn Pesyanrarn
Tests Requirements Auaizin
‘ Results
1 | Omie Ipanyasosanmi topontok sl csitio-gioserosoro 1o dioaetoboro | Bianosinse
KOABOPY 8 Branouensty GLIux tpanyn pisiol opwr.
Deseription - Granulated powder from light purple to pueple colored with inclusion Complies
of white eranules of various shape,
2| Lewradiranin Hag yTpHMYBAHHS Niky napauerasony 1 niky perinedpiny tapoxiopuy Binposizae
Hapayemason | Ha XPOMATOEPAMAX. BAPOGYHINOTO | CTAMIAPTHOT POMKHIE, OTPHMAHNX
Deninedypruty eidpoxaopud B YMOBAY KiMLKICHOrO BUBHAYCARA, NOBHACH CIIBIAAAT.
Kucaoma ackopinosa Yac yrpumysanng miky  xucaoth  ackop@ivonoi ha  xpomatorpami | Rixnosinac
" BUHPOBY BUHOIO POFHHY HOBHIICH CHIBIAAATH 3 4ACOM YTPHMYBanas niky
’ KUCIHIOTH ackopOINOnOT 12 XPOMATOrpaN: CralAapTIIOre PORLHY,
Bunpobyeanus na
ennnuhirayio Gapsinkis Yac yrpusysauis ks HARTOKAPMIRY | Kapaiofaimiy na XpomarorpaMax | Bipnonigac

Regd. Off.. D

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

Ph, 011141005147, 40514919, 41010571, 40527575

KHPQAOOM4E/ADD0011-00]
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Kusum Healtheare Prt ld

Plot No. M-3, Indore Special Econormic. Zone, Phase-1, Pithampur, Distt. Dhar, Madhya I’xadesh

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

CIN No.: U65929D1.1997PTC085730

AR, Mo 1210FP24000323

No Tlowrazumye arocri Bunorn Pesymsrarn
Tests Requirements ananisin
Results
Identification The retention time of the Paracelamol and Phenylephrine peak in
Paracetamol and. the chromatogram of sample solution correspond to that of the | Complies
Plienplephrine hydrochlovide Paracetamol peak and Phenylephrine peak in the chromatogram of
standard solution as bbtained under assay.
Ascorbic Acid The retention time of the Ascorbic acid peak in the chromatogram { Complics
of the sample solution corresponds to that of the Ascorbic acid peak
i the chromatogram of stapdard solution.
Color #dentification fest for | The retention time of the Indigo Carmine and Cavmoisine peaks in | Complies
Indigo Carntine and thc chromatogram of sample solution should corresponds 1o that of
Carmoisine the Indigo Carmine and Carmoisine peaks in the duonmmpam of
Indizo Carming and Carmoisine solution,
3 | Cepepan maca payiery canie | 5,0 5% (4,757~ 5,25 1) 50r
Average fill weight 50g45%(4.759~523y) 50¢
4 1 pH pu sinyexy 4.2
2,7-4,7
Ha mepxtin npudamtiocnii
2,5-50
pE At release 4.2
2.7-4.7
At shelf life:
2.5-5.0
& | 3osubmuiit moasg posanny | Posuun GloseTonoro Koasopy Bignosinae
Appearance of solution Purple colored solution Complies
6 | Onnopimuicrs K030BANAX
ORHHID AV <LI, ne L1=15,0; Biawosigae
Uniformity of dosage unifs AVZLI, where L1150 Complies
7 Kiaricie sizua renasy Hpu qunyery:
Tapayemaxion 95,0% - 103,0% nia samsaenol kiaskocti 100.6%
(712,5 mr - 787,5 mr g 1 cawe) {754.6 m1)
Beninedpuny 2i0poxopud) Bin 93,0% a0 105,0% sin sassacHol kistkocti 96.1%
(Bin 9,5 mr no 10,5 mr s 1 came) (9.6 m1)
Kucaoma ackopfinoea 95,0% - 105,0% nip sasniaenol kinsroct 99.9 %
(57,0 My - 63,0 mr s 1 cane) (60.0 Mr)
Hu mepsin npudamnociic '
Hapagemaio: Bin 90,0% -110,0% niz sanpneirol kianrocr
(Bin 675,0 Mr 1o §25,0 e n | cone)
theninedpuny 2idpoxioptd Bin 90,0% -110,0% sij sagsuenol kiaskocri
{Bii 9,0 Mr o 11,0 Mrs | came)
Rucaoma acropoinosa 90,0-110,0% Biza 3as83¢HOT KaABKOCT
(Bin 54,0 Mr 210 66.0 Mrn | cauc)

[ HPAQAD0045/A000011-001

Regd. Off.: D-158A, Ok’h a Ind}. Area, Phase-1, NLW De'lhl 1100
Ph, +91-11

11005147, 40514919, 4101057
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Kusum Healtheare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-IT, Pithampur, Distt. Dhar, Madhya I’radésl‘vtlSh_:

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

CIN No.: U65929DL1997PTCO85780

AR, Ne 1210FP24000323

No Toxaznur nrocr Bumorn PesyasTaTa
Tests Regquirements anaiizis
Results
Assay At refease:
Paracetamel 95.0% - 105.0% of label ¢luim 100.6%
(712.5 mg —~787.5 mg in | sachet) (754.6 mg)
Phenylephrine 71)-‘5/1‘0c/zlcn:icie, 95.0%- 105.0% of label ¢Jaim 96.1 %
(9.5 mg - 10.5 mg in ] sachet) (9.6 mg)
Ascorbic Acid 95.0%- 105.0%. of label claim 99.9 %
(57.0 mg - 63.0 myg in'1 sachet) (60:0 mg)
Atshelf life: .
Paracetamol 90.0% - 110.0% of label claim,
(675.0 mg - 825.0 mg in 1 sachet)
Phenvleplirine hydrochioride | 90.0%- 110.0% of label claim
(9.0mg - 11.0 mg-in 1 saclict)
Ascorbic deid 90.0%- 110.0% of label clajm
(54.0 mg - 66.0 mg in 1 sachef)
8 Cynposinni gomino Hpu sunyerey:
4-aminodenon - ne digpure 0,05% He otinapyxeno
d-xpopareraniniy - ne Giasiue 0,001%: e ofuapyreno
Maxeimalivia Heiperrmdirosana nomitga - e dimpme 0,15% UHKE HEYHHTHIBRENMOFO
_ npesena
Cyna pomiinox - ne Ginsue §,5% He ofudpyxeno
Ha mepatin npudamuocni
4-mvinodhenon - ne Ginpwe 0,1%
A-xopaneranizig - ve 6ixnme 0,001%
Marcumansna neinentadixonana gominixa - ue sinwie 0,25%
Cyna nomiwox - ne Ginsime 1,0%
Related substances At release:
4-Amino phenol - NMT 0.03% Not Deétected
4-chloroacctanilide - NMT 0.001% Not Detected
Highest unknown impurity - NMT 0.15% Below disregard.fimit
Total impuritics: NMT 0.5 % Nol Detected
Ar shelf life:
4-Aming phenol - NMT 0.1%:
4.chloroacetanilide - NMT 0.001%
Highest unknown impurity - NMT 0.25%
Total impurities: NMT 1.0 % |
9 | 3asuuncoba Kigoricrs 2-nponanos - 1e Ginme 5000 ppm 4083 ppm
OPranitIn po3ERIIIRIn :
Residual solvents 2-propano! < NMT 5000 ppm 4085 ppm

KIPQA00048/A000011-001

Regd. Off. D-1584, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Ph. 4911 1-4710068147, 40514919, 41010571, 40527575
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Pha (]7292*258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR Ne 1210FP24000323

Ne Towisuumr seocrt Bumorn PeayabraTs
Tests Requivemenls anauisin
Results
10 | MixpoBiogorimma uneroea” | Saranssa xinpkicts acpoGux mikpoopranizmin (TAMC) - ne <10 KYO/r
Siapme 10FKYOr,
Jarauha kiaskicrs aphiitrasux 1 rusiceuennx rpndin (TYMC) - <{Q) KYOfy
we Sinpure 104 1KY O/,
Bigeytnicrs Escherichia coli n 1 r npenapary. Biacyrnicrnir
Micrabiologica] purity® Total acrobic microbial count (TAMC) - NMT 10 cfu/y: <10 CFU/g
Total combined yeusts/ moulds count (TYMC) - NMT 10? cfu/g <10 CFU/g
Eseherichia coli absent per 1 g Absent/y

o KORTPOH MIKPOSIONOFINNA UHCTOTA IPOROMTECS FIA NepiiuX 3 cepilf noziM Ama xoucuol 1047 cepif, abo o pas ya pi.
 Test of Microbiological purily will be performed on first 3 commercial batches and thereafier on every 10th batcli or once in a
vear whichever is earlier

BHCHOBOK: Cepist Ne 1003559  sinmrosijae suaoras MICGT PIT Ne UA/17055/01/01
CONCLUSION:  Batch Ne 1003559 complies witly the requiréments of MQC RC Ne UA/17055/01/01
A
AHAJITS BUKOHAB " ™ JATA & 8oty
(ANALYSED BY) ™™ (DAT I)

Jastga 1po cepradixauiio: «Iitcany » 3acsinyo, mo wavesena suime HHoPMaisn ¢ xocronipion i Tounoo. Ha cepin
npoaykiii Gyaa purorTonjena (BRNOUAMHM YIOKOBKY [ MAPKYBAHHSA) 1 NPOBEACHO ROHTPOSL 3 scoeTi Ha
sunesTRAAROMY niauphesersi B momudit pimuonimuncri 3 suMoramy, sasiadeunmu B oumngdl meeranosi GMP,
sarpepmKenii Minicrepernon oxopomn 3gopos's Yxpaing, i 3 sHMOorant peecTpaubiinoro xoche kpalun NPHINAYeHNS,
TporoKkoms BUPOBHMNTEA, YHAKOBIK Ta ananisis Gyau veperasuyTi i seranonaeno ix signopignicrs sAMoram GMP».

Certification statemient: «On this T certify that lhe above-mentioned information is true and accvrate. This prodact bntch
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 the Ministry of Health of Ukraine, and
with the requirements of thie registration dossier of the destination country, Records of manufacturing, packaging and
anulysis were reviewed und determingd for their compliance with the GMP requivementsy,

Kepisnug rpy iy KORTHONIO AKOCT Yiosuonwkena  ocofa, e paificHoe
Quality control group manager . cepridiraiio copii
Qualified Person cerfif mq thc bdtdl
Z

Tn'st Ta npisouie Tad'st Ta 1pissunie -

. ’i yu*; kLUK\--"\// >

| FRTO, N Wi e

("I‘\‘amu) \\\)Q% n Q\ Vet (:\ftmn) ______ { (
e "y fhyjmue :
(Signaturc) s (Signature)
Jlara mimicans y ,0 4 Jlara niymcanns

O(‘?'Oll!’)_.o M

(Date of signature) "7

(Date of signature)

My Q-1 -41005147. 40514979, A AN
CHPOAOUOGIE/AG001 001 Pl =011 141005147, 40514979, 41010571, 40527575

Regd. Off.. D-158A, Okhla Incll. Area, Phase-I, New Delhi-110020 (India)
Page 4 of 4

Page 1/1



