NEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npos. Hauii Ceitmrnoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy €IPTIOY 37079055

BHUCHOBOK
1Ipo SIKicTH BBe3enoro B Yxpaiuy Jikapesroro sacody

15.08.2024 Ne 41815/24/26

KOMBII'PHIT XOT CII®

(HANMEHYBAHHS JHKAPCLKOr 3aC08y 3I1AHO 3 PEECTPaLiHINM NIOCBIAMEHHSM)
HOPONIOK I OPANBHOrC PO3YHHY 3 JUMOHHIIM CMaKOM, o Sr HOPOMKY B canie, 1o 10 came
B KAPTOHHIN KopoOi

(opMa BUIYCKy, HO3Y BAITHS, BUA TAKYBAIES HKAPCLEOro sacoly)

Howmep pecorpauiiinoro nocsizuents UA/11503/ 01/01 crpox aii peecrpatgitnoro nocsinuerns HEOOMEKCH M

Copin nixapeskoro sacoby Ne EPC24005A1 IKinbKicTs BBE3EHOTO NIKAPCLKOTO 3300y 72
Bupofuuk Eseprojpken Jlaip Cacuens Jlimiten, luis

(HafiMCHYBANS BUPOOUMKA TIKAPCLKOTO 3200y, KPATHA HOXOLKEHIS)

Breseno B Ykpainy ToBapucrao 3 00MEKEI0I0 BITI0BIANLHICTIO "OPTAHOCIH JITA",
inenr. xox: 24377666

(nafiverysanHs Ta koa 3a €JPIIOY opuanial ocoGa abo npisuuie, in's, 1o Garbrosi (isnunol
ocobu - manpuemi, T Micue IpoKHBALKS T4 pecctpauiiiniait nomep OOAIKOBOT KAPTRW TAATHIKE
oaarKis aB0 cepist Ta HOMEp HACHOPTA)
poroxon sisyassioro kowrposo sin 04.07.2024 No 2235/8.

JlaBoparopHuii auanis sKocTi iKapCLKOTo sacoly suificrenuit:

JlaGopaTopis 3 KOHTPOIIO FKOCT] mixapebkux 3acodis TOB " JIOBPOBYT-JIKUJIAB" (M. Kuis,
pyn. Hosropop-Cisepenka, 6y/.3, HEXUTIOR] puMiLIcHES 92)

(HAWMEHY RAFIS 10 MICUCRIIROJORCH I naboparopil, 1o nposea naopaTopHmuit aHani3 scocTi)

BHOHOBOK ILO0 AKOCT] JKAPCHKOTO 3ac00y, BUALAit naGopatopicio Bil 14.08.2024 Ne 1110-24
Pesyasrari nabopatopioro ananizy skocti Nikapcsxoro 3aco0y 3a NEPEBIPEHRMH NOKAZHAKAMH BiMOBINAIOTE
BHMOFAM METO/IB KOHTPOTIO SKOCTI (QHAITHYHO-HOPMATHEHOT JIOKyMeHTALLT).

3a  pesyapraraMi  HEDIKABHOTO  KOHTPOMO  BUTAHOBICHO, U0 nikapeekuil  3aci6  Bmeseno B Yipaiwy o
JOTPHMAHHAM BHMOT 3AKOHOAABCTEA LOAO safesneyens 1KocTi Nikapehiux 3ac00is.
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KOMBIMPUTE XOT CIFI®, 3 mumonmms cuakos Ne 10

CERTIFICATE OF ANALYSIS Ne

CEPTHOKAT AHATIZY 21CP24100240

cepln Ne EPC24005A1

Product name / Hassa npoaywuii:

COMBIGRIP HOT SIP® [ KOMBIIPUITXOT CIN®

Phamaceutical form / likapcska diopma; + powder for oral solution with lemon flavour / ROPOLIOK AR DPANLHOIO POSUMHY 3 SMOHHAN CMaKoM

Strengthipotency / Cuna aiifacmanicrs: 500 mg {tar) 110 mg {wr) 110 mg {wr)

Type and size of packaging / Bua i poamip ynar:oumzf: 5 g insachet; 10 sachets n cardboard pack / rio 5 r nopoiuky B cawe; no 10 cawe B kapToHHiA kopoby

Active substances / [liioui pevoBukm:

1 sachet contain: paracetamol 500 mg, cetirizine Hydrochloride 10 mg, phenylephring hydrochloride 10 mg
1 cawe MicTvrs: napaugTamony 500 Mr, uetupuansy rinpoxniopuay 10 Mr, dedinedipury rapoxnopuay 10 br

Manufacturer / Bupobruk:

{ Evertogen Life Sclences Limited | Esepropken Naid Cacxens Jiimbrey

Address / Anpeca:

Plot No: 8-8, 8-9, S-13/P & S-14/P TSHC, Pharma SEZ, Green Industial Park, Polepally {V), Jadcherla (M),
Mahabubnagar, Telangana, IN ~ 508 301, India
Tnor Ne Ec-8, Ec-9, Ec-13/M ta Ec-14/Ti Ti Ec Al Al Ci, ®apma Ec | 3er, Mpln ingacTpian Napk, Monenanni (B,
€avepna (En), Maxabybrarap, Tenanrana, 1H-509 301, Igia

Registration certificate / PeectpatiiHe nocsig4erHs; [ UAM1503/01/01

Valid upto / flikcrie po: { Unlimited term / neoBmemeHui

License No. / fiyeHais Ne: \ 19/MN/API20141FIG

Batch Ne / Gepin Ne: |

EPC24005A1 Batth sizs / Poawip ceplt. |

18000 packs/ yrak.

Date of manufacture / lata svpoBuiirea: ]

0412024 |

Expiry date / TepMin npugarsoct: I 042028

Test
HalimeryBanHs nokasHmka

Acceptable criteria (at batch realize)
Kpurepii npuitnsrHoct { Ha annyck)

Result
Peayswrar

Descriplion/ Onuc

Off white powder with light-yellow tone
Matiwe Ginuit nopourok 2 Brino-HoaTM BiaTiHKOM

Complies (Bignosixae)

Identification / Ixetindixania

Paracetamol{ Napaugramon

Reaction with i (|l chioride fest solution: a blue-violet color is produced
Pearyin 3 poswmonm 3anisa () xnopugy: nposBa  CUHLO-(HONETOBOrO
2a0apenextA

Complies {Bianosisae)

Castiizing Hydrochionde/ Lignapuany inpoxnopu

The retention tims of the cetirizine hydrochloride peak in the chromatogram of the
sample solution to that obtained for fest assay comesponds to the retention time
of the Cetirizine Hydrochloride peak in the chromatogram of the standard
solution.

Ha xpomartorpamax BunpoBOBYBAHORO PO3WMHY | POSHMHY  NODIBHAHHA,
OTpAMaHIAX B poasinl «KINkKICHE BUIHAHEHHAY LETVIPUIMIY TAPOXAOPKIY, Y8CH
YTpHefYBaHHA Niky USTHPHIMHY MaoTs cRiBnagaT

Complies {Bianoslgae)

Phenyephrine Hydrochionde / Qeninedpusy rigpoxsiopua

The retention time of the Phenylephrine Hydrochloride peak in the chromategram
of the sample solution to that obtained for testassay corresponds to the retention
time of Phenylephrine Hydrochloride peak In the chromatogram of the standard
solution

Ha xpowarorpamax  BMNPoBOBYBAHOTO POJUMHY | POJUMHY  NOPIBHAHHA,
oTpuNaRIX B po3gin «KinbKicHe BUaHaNeHHA» dexinedpuHy rigpoxnopady, Hac
YTpuMyBaHHs iRy deHinedpuHy MaioTs crisnaaaT

Complies (Bianosiaas)

Not more than 2 of the individual masses deviate from the average mass by more
than 7.8% and none deviate from the average mass by more than15 %.

,io'fo'aa'bﬂgﬁéoﬁg‘?ﬂf;obsmm AR ORAAL He 6inltte 2 iHAMBIAYBNBHMX MAC MOXYTb MATV BILXMPEHHR Bifl CEpEAHLOT Mack +?gg %
P y BinsLue HiX 7,5 %, T KoM iHAMBIAYANbHA MACA HE MOKE MaTH BILXWIIenHs g ;
cepemrboT Macy Binstue Hix 16 %
Related substances / Cynposigni aomilu
4-aminophenol / 4-amisodeHon NMT 0.1 % He Ginbiwe 0.1% 0.01 %
A-chioroacetanilide / 4-xnopoateraninin NMT 10 ppm { He Ginuwe 10 ppm Not detected {He srsBneHo)
NMT 0.25 %/ He Binsute 0.26 % 0.01%

Any unspecified impurlly / Byse-sxol neiaerrudikopanol nositsxu

COMBIGRIP HOT $IP®, with lemon flavour Ne 10

balgh Ne EPC24005A1

toffa2

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factory : Plot No: 5-8, $-9, $-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.



KOMBIrPUIE XOT CIN®, 3 mivaHHiM ciraxom Ne 10 cepln Ne EPC24005A1

Assay | Kinbyice BaHaueHHa |
" Paracetened Mapaterawon 1450 mg (ar) - 550 mg (wr) (90-110%) w2 ma
Cefirizine Hydrochioride / LieTvpuansy riapoxnopig 9.0 mg (mr) - 11.0 mg {mr) (90-110%) 98  my(mr)
Phenyiephrine Hydrochlodde / Geninecppury rigpoxnopua 9.0 mg (mr) - 11.0 mg (mr) (80-110%) 106 g (wr)

Microbial Limit Test / MikpoGionoriuna uncrota
Total asrobic microbial count (TAMC) /3ararnibHe YMCRO KUTTE3MATHIK aepoBumx Mikpoopratiamia (TAMC)

| NMT 109 CFU/g / He Ginbwe 10° KYO/ 1 ‘ ' | <10 CFUlg (kYO )
Total combing yeasts/ moulds count (TYMC) / 3arankHe sscno aphrawoamx Ta nnicaayX rputis (TYMC)
NMT 102 CFU/g / He Binee 102 KYOS <10 CFU/g (KYO/ 1)
Esherichia coli Should be absent per 1 g/ BigcyrHicm s 11 Absent (BigcyThl)
CONCLUSION / BUCHOBOK

The lests ara parformed in accordarioe with MQC of the manufacturer that approved by MoH of Ukraine.

try the opinion of the undersigned the sample referred to above is of standard quality is defined in the MGC,
| heraby certify that the above information is authentlc and accurate. This beteh of product has been manufaciured, including packagingflabeling and quatity conlrol at the ahave-
mentionad sie in full compliance with the GMP requirements of the local Regulatory Authotlty and with the specification available in regishration dossier. The batch processing,
packaging and analysis records were reviewed - found to be in compliarice with GMP.

BunpoBysans nposeneni sianosizHo a0 MKA BUpCBHIKa, 1O 3aTsepaen nakaaon MOJ Yipaliu,

3rifHO BACHOBRY HAKMENIAMGEIOTD, BULUSERA3AHWA 3PaJ0K MAE CTaHAAPTHE TOKASHIKM AKOCT, nepepBa-eHi MK,

LM 7 3aCBIANYI0, LI0 HBBEfeHA BULIS inchopraList € HOCTOBIPHOID Ta TOHHGI0. Ljo cepiio npoayxull Byno BupobreHo (BxMOHA0NM 1IaKYSAHHAMAPKYBAHHS) T3 KOHTROMS sgocT Ha
pHLLeIasHaveHIn BUPOBHIA ZinuHAL) MPOBBAEHO ¥ 1OBHA BIANOBIAHOCT] 3 BuMOran: GMP, BOTHOBREHWMY MICLIGBIM PErySIRTOPHUM QOPraHOM, 3 TAKOK BIANOBYHO O Creyvdixaui,

140 MICTHTECS B PRECTPaUifHOMY AOCLE. POTOKDNN BUPOSHULTDa, NaKYBAHKS Ta aHariaia Bynu niepernAHyTt - ECTaHOBNEHO BINOBIAHICTL GMP.

[ Person, outhorizing the batch_release / Ocoba, sinnoniansia 3 pHnyek sepli

. )|
I G. Srinivasa Rao ] ‘ Manager QA ] ] }Q,M ' \ 10-05-2024

hama f Npasnen Position / [locana Shynatuen 1 flindee Date of cqnatue 1 fara nignucans
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