AEPKXABHA CJIIY)XKEBA 3 IIKAPCBKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

nipop. Hanii Ceitmaunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APTIOV 37079055

BHCHOBOK
Ipo AKicTHL BBe3eHOro B YKpainy Jikapcebxroro 3acoly
27.12.2023 Ne 67610/23/26
KOMBIT'PMII XOT CIN®

(maliMeryBaHHA Nikapcakoro 3acofy ITIHO 3 peceTpaLiHHUM NoCBITIeHHAM)
DOPOMIOK J/IN OPAABHOTC PO3HUHHY 3 JUMOHHNHM CMAKOM N0 S T NopomKy B came, no 10
came B KAPTOHHiN Kopobui

(dhopsa HUTTYCKY, NOTYBAHHR, BUL TAKYBAHHA 1iXAPCHROrD 3ac05y)
Howmep peecrpaniinoro nocsimuenns UA/11503/01/01 c1pox aii peecrpauistsoro nocsixuensn ReoOMexenui

Cepin nixapcrkoro 3acoby e EPC23040A1 Kinekicts Beesenoro nikapeskoro sacoby 44

Brpobrux Esepromken Jlaiid Cacncns Jliviten, Inain
{HalMcHyBaHHs BHpoOHMKa Nikapchxoro 3acoby, KpaiHA OXOIKEHHA)
Beeserno B Yxpalny Topapuerso 3 ofmexenow BignosizaannicTio "OPTAHOCIH
JITH", inenr. xox: 24377666

(HalimeHyRaHHA T8 ko 38 ENIPTIOY opuanyHoi ncoln aGo npilsuwe, iM'd, no GaTeKosi
dhianunol ocofu - nianpuenmus, 7 micue npokupaHAg T4 poecTpauilinuit Homep obnikonoi
KBPTRH [IATHHKE TI0AATKIB 800 Cepif Ta HOMEP NacnopTa)

TpoTokon phyyaassoere kourpono eig 22,11.2023 M 3610/10.
JNafiopaToprnii ananiz Akocri Nikapcskore 3acoBy sailicHenntt;

JlaGoparopis 3 KORTPOMO AKOCTI HlKapCBKHX sacobis TOB ",[[OBPOBVT-JTIKPU[AB“ (M. KB,

Byn. Hoeropoa-Cisepenka, 6yn.3, HEXHTIOBI NPAMiLICHAS 92
(nathucHyRAHHA Ta Micneanaxomkenns aGoparopit, mo pHdieD:

Muxona XQJIOTEHKO

(ivinianu Ta npisanwme)




Evertogen

Evertogen Life Sciences Limited

KOMBITPUN XOT CIND, 3 THMOHHAM CHBKoM Ne 10

Product name / Hasga npoaywuii:
Pharmaceutical form / ITkapceka dopma;
Sirength/potency { Cuna piifaKTeHiCT:

Type and size of packaging / Bua i poauip ynaxosw:
Aclive substances f [liiodi peoBAHA:

Manufacturer / BupoGrua:

Address / Aapeca:

Registration cerlificate / Peectpaujiine mocaiaueH-s:
License No. / Miuestain Ne:
Balch Ne / Cepia Ne:

Date of manufacture / flata evpoStkymea:

Evertogen Life Sciences Linited | EReproaxeH Navid Cacheua Hiu;rg,q

cepin Mt EPC23040A1

CERTIFICATE OF ANALYSIS

CEPTWGIKAT AtAmIzy N 21CP23100603

COMBIGRIP HOT SIP® { KOMBITPHD XOT CINg

powder for oral solution with lemon flavour / nopoumu ans opam.Hora poaqnuy 3 /MMOHHIM CMaKOM

500 mg tmr) 10 mg {mr} /10 mg (ur)

5 gin sachet 10 sachets in cardboard pacl: .f no' 5 T NOpOLIKY B Cale: o 10 Cale B K3pToHHIA kopobuy

1 sachet contain paracetamol 500 mg celirizine Hydrochloride 10 mg phen;dephnne hydrochloride 10 mg
1 calle MicTs: napaugeTamony 500 Mr UETMPHIKHY rinpoxnopuay 10 mr. derinedhpury rigpoxnopuay 10 Wr

Plot No: -8 §-9.5-13/P & S-14fP TSIIC. Phama SEZ Green Industrial Park_ Polepally (V). Jadcherla (M).
Mahabubnagar. Telangana IN - 50% 301 India

Mnot N Ec-8 Ec-9. Ec-13/1i Ta Ec-14/Ni Ti Ec An Al Ci. ®apma Ec | deT, [pid IHaacTpian Napk. Nonenanni (Bi).
Eauepna (Em) MaxabyGuarap Tenadraxa, IH-509 301. mais

Test
Haﬁye_ﬂywm NoKagHuKE

Deseriplion / Onue

Identification { [aeHmdivayin

Uniforrily of mess/ DAHODIAHIG TS MACKH 4nA O
A0I0AFHCND NiKAPCEROND 3906y

Related substances ! CynpoaigHi AOMILLIKK
4-aminophenal / 4-amisoeron
4-chloroacetanilide / 4-xnopoaLeTaninig

Any unspecilied impunty  Byae-RKDi HEEHTMIRMOBANG! JOMILKA

COMBIGRIP HOT SIP®, with lemoen flavour N2 10

Reaction wih faric (H) chiodde test soluion; a blue-violet color is produced

UAM1503/01/01 Valid upte f liickz go:  Unlimited term / neoGMemenvi
19MN/APIZ014IFIG s )
EPCZ3040A1 Batth soe / Poawip cepi. 18000 paislynak.
102023 Expiry date / TepuiH npuaatHOCTL. ‘!ﬂiz-l-]ZT__ : )
AccephIle_cr}t:aria {at baih realize) Result
Kgutepii npwAHATHOCTI { Ha BMTYCK) Pewynetar

' G white powder with Lght-yellow tone

aixe Ginvi nopowex 3 Brigo-#oaTHM BiBTIHKOM Complies (Blanosiaae)

Peamyia 1 poswmHom 3aniaa I} xnopuay: Complies (Bignosipac)

3abiapanexHa

nposEa  CAHLO-(IIONETOBCM

The retention time of the celirizine hydrochleride peak in the chromatogram of Ihe
sample solution to that obtained for test assay carresponds to the retention ime
of the Celirizine Hydrochlonde peak in the chromatogram of the standard
solution

Ha xpomaTorpamax BHAPODOBYBAHOMO POIMMHY | POFMHY  MOPIBHSHHA.
OTPMMEHHX B Po3aini «KInEKiCHe BHIHAHEHHAR UETVPHIKHY TiPOKNOPHAY. YacK
YTPMMYBEHHA NIKY LIETHPHIRHY MIOT CTBNAAATH

Gomplies {Bianosigae)

The retention lime of the Phenylephrine Hydrachloride peak in lhe chromategram
of the samnple soluton to that obtaned for testassay comesponds to the relention
time of Phenylephnne Hydrechlonde peak in the chromatogram of the standard

solution Complies {Bignogizac)
- 3, FPNETRAMER  BMNPOGOBYBAHOTO DOWHY | POIWHY  MIDRIBHAHHA,
mﬁamx’laf \».- g1 » KInEKiCHE BHIHAYEHHAL DeHINEpUHY MAPOXNopWaY Yac
5 Hp,\ﬁ*sauu " . echpiHy MaKOTL CRIBNaAaTH

J10 K Mot M%L lZsol i mividual masses deviate from Ihe average mass by maore
than ? Weﬂgﬂ aie from the average mass by more than13 %. +3.05

" E FSHYX UAC MOXYTh MATH BUIXMNEHHA Bif] CEpeAHbOT MacH 204 %

.."- 3 HAMBIAYANEHA MACA HE MOXE M3TH BUIXHNEHHRA Big

cepenunon Mamﬁm)él_@ % 15 %

Mol detecied (He BusBngHo)

Nol detecled [He puaBneHs)
0.00 %

1.)
am‘l/He Gunbwe 10 ppm
NMT 0 25 % f He Binblwe 0 25 %

baich Nz EPC 2304041 1ofla2

Office ;: GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. 02423

Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.



Evertogen

Evertogen Life Sciences Limited

KOMEIMPHAN XOT CIN®, 3 nuMoHHMM ciarom MNa 10 cepin Nt EPC23040A1

Assay ! KinbKICHE BRIHEHEHHR

Paracetame!/ MapayueTamon 450 mg {mr) - 550 mg (mr) (90-110%) 503.5 mg (mr)
Cetrizine Hydmochiorde / LieTupmauHy rapoxnopus 9.0 mg (mr)- 110 mg (wmr) {90-110%} 93 myg{mr)
Phenylephrine Hydrachionde / @erinedpyuHy NAPOXNOpKL 9.0 mg {mr) - 11 0 mg (mr} (S0-110%} 98  mg{mr)

Microbiat Limit Test/ MikpoGionorivsa umcToTa

Total aerablc microbial count (TAMG) /3arancHe Yo MUTTEIRATHIX aepobHaX mikpacprakiamie {TAMC)

NMT 103 CFU{g / He Binbwe 102 KYO/ r <10 CFU/g {(K¥Q/ 1)
Total combine yeasis/ moulds count (TYWMC} / 3aransHe HACIK ApiAXOBAX Ta NnicHRewx rpwais {TYMC)
NMT 102 CFU/g / He Ginpwe 102 KYO/ <1IJ CFU-’g {KYO.* ]
Esherichia coli Should be absent per 1 g/ BigeyTHicTe 2 11 J\bsent {BincyThi)
CONCLUSY¥ON ! BACHOBOK

The Ig5ls are performed in accordance wilh MQC of the manufacturer Ihal approved by MoH of Ukraing

In tha opiion of the undersiyned he sample referred to above is of standard qualily is defined in the MQC.

| hereby certify thal Ihe above information 15 authenlic and accurale This balch of product has been manufactured. including packagingdabeling and qualily control at the above
mentianed site i full comphiance wilh the GMP requiremenits of the local Regulalory Aulhority and with Ihe specification available in registration dossier The batch processing
packaging and analysis records were reviewed - found ko be in compliance with GMP

BunpoGyeaHHs NpoeeieH! BANcEIFHo A0 MKS BupoBimea. Wo saTeepawer Hakasok MOJ YKpaiHu

3MAHO BHCHOBKY HYDRUEMINIMCEHOTD. BMILEBKIIAHAN APAICR MAE CTAHOAPTH NOXaIHUKM RkocTi nepeabauedi MKA.

LMW 8 23CETYI0 WO HABEDEHS BALE IMDOPMALIA £ LOCTORDHOI Ta ToMHOW Liio cepiio nponykuji Gymo ewpoGneno [BKNIMAKIMH NEKYEAHHAIMAPKYBAHHR) T2 KOHTRCIb i AKICTI HA
BMLEIRIHEBHIA BUDOSHHIA JINsHHLY NPOBE/ABHD ¥ NOBHIA BIANOBIAHOCTI 3 anmoraw GMP BCT2HOBNEHWMM MICLIERAM DEryNATOPHAM OPraxoM. 3 TAKOW BIANOBILHO 10 CREUNIkaL
WO MICTHTLCA B PEECTDALNIHOMY 0CKE. NPOTORONM BUPOBHULITBR. NBxYBaHHA T3 aHaNiAiB ByMv NEPErNARYTI - BCTEHOBNEHD EianoeigHicTL GMP

Person. authorlzing the batch release.‘t‘.‘lcoﬁa simaamansua 33 BHNYCK: cep‘r

G.SinvasaRao | | Manager QA | 01-11-2023 |
Name / Tk ' Pasilion { Mocana Didie of signature { BATE; MisDNe
COMBIGRIP HOT SIP®. with lemen favour Ne 10 baich e EPC2304041 2off22

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC0O85349
Factory ; Plot No: 5-8, 5-9, 5-13/P & §-14/8 TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla {M], Mahabubnagar, IN - 509 301. Telangana, India.
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Evertogen Life Sciences Limited

KOMBIFPAN XOT CNG, ¥ nimoHHnM cmaxom Ne 10

‘Pioduct name / Haasa npojyrun
Phaitnaceutical form / Tikapowes dopma:

Shrengthipolency f Cuna filfakTRaHICTS:

Type and size of packaging / B ; posnip ynakopku:

Active substances / [liioui PEYDANHI:

Manufacturer / BupoGrmax:

Address Agpeca:

License No / Miyerais No:.-
Balch Ne / Cepig Ne:
Dateof manifaciire {ata BupoShuyTsa:
Test
HahmenysanHa nokaaHike
Deseription f Orve

ldentiication ! tneruiiayin _

Paracetamol/ Napayeramon

Fiieryephrine Rydochlodde/ Geininedbiky Tiggdaamug

Uniirty o 58 OGpitiac 1o waca giner BAWHIAL
ROICBAHOID AIKAPLLKOTO 35006y

Reiated substances / Cynpomigs gomieiid
4-aminophenal / 4-ammnodenon

4-chloroacetaniide / 4-xnopoaugtanma

Any unspecilied IMPunly  Byb-RUDI HEYIEHTHEIIEIHG! AOILH

COMBIGRIP HOT SIPE. with léman Havour Ne 10

cepi Ne EPC23048A1

CERTIFICATE OF ANALYSIS

CEPTWOKAT AHANGY 8 ZICP23100710.

COMBIGRIP HQT SIP® | KOMBIFPUR XOF Cin@

powder for orat sofution wilh fgmon favour | popowor gns CPENLHOTG POSYMHY 3 NAMOHHAM CMaKON

500 mg (ur) 110 mg (w) 10 mg (w) _

5 g insachel: 10 saﬁhets i cardboard pack / (0§ r nopowky & cawe: no 10 cawe & xapTowkiA kopoBiyf

T sachet contain: péfacelamol SO(VJVmg .'celin'zif;e Hynﬁochl@ﬁie 1 ma: phénylephrine hydrochloride 10 g
1 cawe MicTUTL: napaueTaMony 500 Mr LETHpU3nHY riapoxnopnay 10 mr, esinedipuny riapaxnopuay 10 ar

Evertogen Life Sciences Limited | EsepTommen Nalig Cacneua TNiwiven

PlgtNo S-B $9. S-13P & S-14(P TSIC. Pharma SEZ. Green induslrial Park. Polepally (V) Jadcheila M)
Mahabubnagar. Telangana -iN — 569 301 -India

{noz Ne Ec-8. Ec-9. Ec-1341Mi 1a Ec-14/M1i Ti Ec AivaAi Ci. Gapwa Ec | 3er. ik ugacTpian Napx Monenanrii (Bi}.
Ea4épna (En). Maxabylinarap Tenawrawa. IH-509 301 IHais

UAM11503/01/01 Valid uplo / [lincre no: U{]limited tern f Heabmexermi
ISMNIAPIZOI4TFIG - o
EPC2Z3048A1 Baich size / Poamip - cepii: - -fa DUOpadcsi yriax )
1112023 Expiry date / Tepwin npuaamvocsi: 3112027
‘Atceptadle criteria [a-t. barlctheéEé}‘ﬁm__ B - Result h
KpuTepii apuiiatHocT { Ha awnycx) Pesynerat

Off white powder with light-yellow tone he e e
Madxe Ginuh nOPoILOK 3 BRIAO-*0BTHM RIATIHKOM - Complizs. (Hianaiae)

Reacion wi i (H chioride lest sok o a blue-violet colaris produced N
Peakuin 3 pormnoM saniaa (111} ANOpHAY: NpOsB3  cMHuG-thineToBOry
Jabapanekna

Compliés (Bignoeigac)

The retention time of the cetitizine hydrochloride peak in the chromatogram of the
sample soliticn 1o that obtained for lest assay corresponds to the relention time
of the Celiizing Hydrochloride peak in the chromalogram of the standard
solution

Ha xpomatomamax BHNPODOBYRAHOTG  PO3UMHY | POSHUHY  NOPTBHAMHS
OTpUMaHNX B poaaini «KinbxicHe aniHagesnas USTAPHINHY Tiipoxnopiiy. Yack.
“YTPHMYBEHHA NIKY LETHIMIMHY MAIDTL CiBRanaTH

Complies (Bianosinae)

The retention time of the Phenylephrine Hydrochloride peak in the chromatogram-
of the sample solulion to that ohtained for testassay corresponds to the retantion’
time of Phenylephrine Hydrochloride peak in the chromatogram of the standard
solulion

Ha xpomatomasay  avnpobosyeaners POJ4HY | POIMUHY  nOpisHAKKEA..
QTPUMaHAX 8 PO3RIN: «KiNbKICHE Bit3HAVEHHAD cheminedipury rigpoxnopiny wacu
YTPUMYBARHA NiKY DEHINEQOPUHY M2I0TL CRiBnagaTH 2

Comples (Bianosinae)

Not more than-2 of the individual masses deviate from [he average 4
than 7 5% and rione deviate from he average mass by more thanfy
He Ginpwe 2 iavBigyansisx Mac MEKYTE M3TH BiZXUNERHR Binf
Birlbawe 1wk 7 5 % 13 HOAHA HAVBIAY NLHZ Maca He MoXe Mal 5T
CepeaHbol Mach Bnble Hx 15 % i

Aty |'Mag_,u‘§{‘

NMT 0 1 %1 He Binewe 0 1%
NMT 10 ppm / He Ginswe 10 ppm
NMT 0 25 %/ He Gunswe 0 25 %

DBateh Ne EPC23048A 1 Tolfs 2

Office : GV Chambers, 7-2-€8 & €8/2, LE,, Sanathnagar, Hyderabad - 500 018, Telangana, tndia. www.evertogen.com, CIN No, U242327G2013PLCO85349
Factory : Plot No: 5-8, -9, 5-13/P & 5-14/P T3IC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnag;yﬂ\l - 509 301. Tele.ngana, India.
; 17

X (1008 7L,
1508 iy A




‘vertogen

Evertogen Life Sciences Limited

COMBIGRIP HOT $IB. with lemon Navour Ne 10

KOMBITPHM XOT CINE, 3 NHMOHHMM Cliakom Ne 10 cepia Ne EPC2304341

Assay ! KinekicHe susnaueHHn

Paracetarol/flapayeramon 450 mg {nar) - 550 me ur (80-110%) 5196 . mg(wr)
Cetiizine Hydrochionde /L {e Twpuaury finpoxnopvn 90 mg {mr) - 11.0 mg {wr) (90-110%) B o 53 mgimn
Pherylepiiine Hydrochionde § Berinedpiuny riapoxsiopug 90 g (ur) - 11.0 mg {mr} {80-110%) _ 7 96  mg (e}

Micrebial Liril Test! MiwpoBionoriveia wictoa

Tolal aerohic micrabial count (TAMG) /3aranuie uwcnormurreqnamux aepobiHix MispoopraniaMia (T, AMC)

NMT 107 CFUIg £ He Binsiue 109 KYO/ 1 B o <10 CFU (kYOI ).
“Totat combine yaasts! moulds count (TYMC) / 3aranHe uucno ApIKOHOBUX T3 nicHABUX rpubin {TYMC)
NMT 102 CFUfg { He Binbwe 162 KYO! s <10 CFUig (KYQ/ v
Esherichia coli Should be absent per 1 g / BincyHico g 17 Absent {Bigey i)
CONCLUSION / BAICHOBOXK

The tesls are parforinied i accoidance with MO of tne manufaciure: thal appraved by MoH of Ukraing

In the opinion of the undersigned Ihe samgle relerred 1o above 1s of standard qualdy is defined in (he MQC . _ i
I berady cerlify Ihat the above infarmation 1 aulhentc and accurale- This balch of product has been maaifagivred induding packagisgiabeling and qulity control at fhe abave-
menkoned site n full compliance wih the GMP requiremenls of (he local Regulatory Authority angf wiih the specfication availabla m regisiralion dossier The batch processing
packaging and analysis reconds were reviewed - found 1o be i compliance with GMP ;
Bunpodyeanna npoeaew einnosino Ao MKS BUMOODHMKA, WO JaTREDANEN] HakaIoM MO3 Yepaium

3NAHG BACHOBKY HIKEN ATHCEHONO BULERKE3AHUA IDA3ON MAE CTAHAAPTHE NOKAIHARY RKOGTF. nepeiiaqer MK

Lwm R 3acEiauyo ulo wasenena BUIE IMDOPMELIT € AOCTORIDHOIO Ta ToNHO Lo CEpiny NpofyKLiE OyA0 BMpoShaky (Bxmauam NAKYBAHHRMMADKYBAHHRA) T4 KSHTPOND 1| AKOCH na i
BULIISIHAEHIR PUDODHM-IA AINGHAL NPOBEEHO ¥ NOBHIA BIANDBINHOCTI 3 BUMOram GMP BLTAHOBIIGHIMU KICLZRMM PErYNATOPHIM OPraHom 2 Tawow ByINGBIGHO A0 CNeyatinaLy! -
‘UG MICTHTLCH B DRECTDAUAHOMY I0CeE TTpoToROmM BUPOBHULTBA, NBKYBaHHE Ta aHaniale Bynu mEpernAHYYi - BeTaHOBREHO apnosigHicTs GMP

Pe}sén, a?tﬂoﬁ;n_g_meibﬁcb _réiéaser.l()u_:_oﬁa. ai,qnoainanbna"?a Bnnyéx cepil

L G Srinivasa Rao :I ’ | Manager QA ] L [%-—— ] 11122073 T

Name { Mpissye Fositon ; Nocara Signature / Nignuc Dale of signature * [laty manvcanng

Zoliy?

Office : GV Chambers, 7-2-C38 & C8/2,1.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U24232TG2013P1.C085349
Factory : Piot Ro: 5-8, $-9, $-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepatiy (V), Jadcherla {™), Mahabubnagar, I - 509 301. Telangana, India.




AEPKABHA CJIYXKEA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanit Caitmaunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kea €PTIOV 37079055

BHCHOBOK _
npo AKICTHL BBE3EHOro B YKpaiHy JikapeLKoro 3acoby

14.02.2024 - Ne 6828/24/26

KOMBIT'PHII XOT CHI®

(nafimenysanus nikapesxoro 3acofy 3rifno 3 peectpaiitnumM nocsine i)
TIOPOmOK AJIst OPANGHOIC DO3YHNY 3 JIHMOHHHM CMAKOM, IO Sr HODOIMIKY B Came, Mo 10 came
B KapToHHiil Kopobui

((popma sunycky, Lo3ysanns, WA naKysanis jkapetkoro sacody)
Homep peecrpaniitoro nocsinuenus UA/11503/01/01 crpok nii peecrpauiiinoro nocainuenis HeOGMEKeHH
Cepis nikapcwkoro 3acoby Ne EPC23048A1 Kinbkicts Beescroro nikapcskoro-3acofy 72

Bupobuuk Ereprouxen Jlaiidh Caeucus Jlimiten, Innis L
(nafvenysanis supoGHUKY TIKRPCLKOTO 32800y, KpalHa MoXomKern)

Baeseno B Ykpaiuy Tosapuctno 3 o0Mexencio Binnosigansuicrio "OPIAHOCIH JTA",
_inenT, xon; 24377666

(nafimerrysania Ta ko 3a CAPTIOY 1opuakuuoi ocobu afo npissuiue, iM'A, RO Gatbkopi Giznasol
ocobu - ninnpremus, W MiCLE NpoxKBaHHA Ta peecTpaufifnui HoMep o6aik0BOT KAPTKM TAATIEKA
noaarkis aGo cepis Ta Homep nacnopra)

[poToico.r sizyaiknoro konrposo pix 16.01.2024 M 128/3.

Jtaboparopruil aianis axocTi nikapesxoro 3acofy saificHenuit:

AT "Lentpansua yaGopaTopis 3 avanily skocTi TiKAPCEKUX 3aC001B 1 MeHIHOT PO ayKii™
(M.Knis, Byn, Kynpseceka 10r m.Kuis, 8Byn. Kyapssceka 8B Kuiscska oGaacts, ¢, Hosi Herpisi,
pyi. [sana ®panka, 19)

(HafMcHyBaES TA MICHEIHAXQUKCHEA nabopaTopil, Mo 1pose/a NabopaToPHHI anwtis AKOCTI)

BucHosoK Wono SRoCTi Mikapeskoro 3acoby, sunauuti naGoparopieo sin 08.02.2024 Ne 0248

.. < ¢ A e e
Pesynerary mabopatopHoro ananizy Akocti Jlikapebkoro zacefy 3a nepesipeHUMH NOKASHAKaMK BIINTOBIAAIOTEL
BHMOTaM METOAIB KORTPOMO AkocTi (asaniTHUHG-HOPMATHBHOT SOKYMCHTAILIT).

33 peayNETaTaMH  HEPKABHOrO KOHTPONIO BCTAHOBJEHO,. nixapcekuil  3acib. Bsmeseno B  VYepainy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTBE LoRo 3afesneucHa JKOGTI NiKapebkux 3acobis.,
ZPGOBIB T4

WHUR
(3 o3 *o‘? G

* DN\ o
B.o. sauanyfihic 23\ Tsan 3ATIBOPHIX
o~y LN
(socanos: o§ op. Hord $Eilomno) (iniuiany Ta npizsuile)
5" oF
AN £
< Y
ed * -3"?**




JEPHKABHA CIYIKBA 3 IKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos.- Hagii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.uva, Koa €JIPTIOV 37079055

_ BHUCHOBOK
Mpo AKICTH BBe3eHoro B Ykpainy JIHKapPCLKOro 3ac06y
20.02.2024 Ne 8153/24/2611
KOMBEII'PHII XOT CII®

(watiMeHyBanMs nixapcekoro 3aco6y arigmo 3 peecTpauiiinum necsingenian)
TIOPOIIOK IV OPAJNILHOTO PO3HHHY 3 IHMOHNMM; 110 5 T NOpOIKY B came; 110 10 caine B
KapTonHii kKopobui

(popma sunycky, nosypanus, suy naKypagHs HKapceKoro 3acoGy)
Homep peectpauiitioro nocsinwenna UA/11503/01/01 CTPOK AiT peecTpauiiitoro nocsiaucuus HeoOMeKeH il
Cepin nikapeskoro sacoGy Ne EPC23048A1 KinbxicTs BseseHoro nikapesnkoro sacoby 17352

BupoGHitk Esepromuen Jlaid Caencus Jlimiten, Iunis

(naitsenynaing pupobunxa aikapcskore 3ac00y, KpalHa noxemwerits)

Baeseno 8 Vipaiily Tobapucrso 3 o6menxenoro Bianosinaanuicrio "OPFAHOCIH
JITH", inent. won: 24377666

(makisenybanna Ta Kog 3a €J[PI1OY IOpHAXHHOT 0cobu abo npiseHtie, iM%, no Garhkoni
QHizpunol ocofu - nianpremug, i Micte NPOMHBAHHS Ta peccTpallifunit Homep o6nikonoi
KapTHY TIaTHHKS NOJaTkie 860 cepis Ta HoMep nacnopra)

TpoToxos pisyaniore konrpomo sin 20.02.2024 Ne 562/2.

32 pesyasraTamil  ACPRKABHOTO KOHTPONIO BCTAHOBAEIO, N0 fikapchkuit Hacif  sreseno s Vapainy 3

ROTPHMAHHSIM _BAMOT 3aKOHO/ABCTEE LIONO 3a6e3neYeky aKocTi Tikapehkix 3acoBis.

Isan 3AJIBOPHUX

(ininians Ta npismnue)

(niannc)




JEPXKABHA CIYXBA 3 JIKAPCHLKHX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npor. Hanil Ceitnrunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BHUCHOBOK
po SIKiCTh BBe3eHOro B YKpainy JiKapesKoro 3acody
20.02.2024 Ne 8152/24/2611
KOMBITPUIL XOT CII®

(uaHMenyBanis 1iKapehKoTo sucoby SO 3 pecerpatifnmm HOCBIAMESHHSM)
NOPOHOK JUIS OPAJBHON0 PO3uMiy 3 JIAMOHIEM CMAKOM IO 5 T HOPONIKY B came, no 10
camre B Kaprouniii kopodui

(popMa BUNYCKY, JOIYBAHES, BILNAKYBAKIA niKapebKore 3ac00y)

Homep peceTpallifHoro 1MoCBitueHx s UA/11503/01/01 crpox sif peectpaltifinoro nocsintieHus HeoOMemKeH

Cepist siikapcskoro jacoby Ne EPC23047A1 KinbKicTh BBE3CHOTO ATKapCLKOro 3acody 17352
BupoGik Esepromken Jlakd Caencus Jlimiren, Ingis

(HaiineHyRatilg BHPOGHHKA NKAPCLKOTo 3acoBy, Kpaina GOXOAKCHIN)

Bueseno B YKpaity Tonapuerpo 3 06MEKCHOI0 BignoBIANBHICTIO "OPI'AHOCIH
JITI", inewr. kou: 24377666

(HaiiMeiyBaus Ta Koj 32 C/PTIOY 1opuantnol ocobu 6o npisnuine, iM', 1o Garnroni
Giznunoi ocodu - niaRpHEMUSL, 71 MICLE UPOIRHBRHI TR PECCT pariHuKit Homep oGuikonuy
RAPTKYM HIATHHKA nogaikin a0o cepist Ta HOMEP nacriapra)

IpoT0icoN Bi3yaNbHOT0 KOHTPONIO BiA 20.02.2024 Ne 562/1.

3q pelyibTATAMK  JICPKABHOTO KOHTPOAIO BCTAHOBACHO, 11O nikapehknit 3acid  nBeseHo B Yipainy 3

LusstocTi nikapeskux 3acobin.
|

[Ban SAJIBOPHUX

(it Ta npi3sHne)

{(nisouc)

5

Dot ~SE
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NEPAKABHA CJOYXDBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Csivinunol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
Nnpo AKICTH BBE3CHOro B YKpainy AiKAPCHLKOTO 32¢00Y

14.02.2024 Ne 6827/24/26

KOMBIT'PUII XOT CIII®

(naliMeHyRAIIS JIKapCbKOro sacoGy 3riano 3 peeeTpaiinuM NOCHINCHHSAM )
NOPOMIOK JI1sE OPAJHHOrO PO3UHNY 3 JIMMOHIIM CMAKOM, 110 5 I IOPOUIKY B cauie, o 10 camre
B KApTOUHii Kopodui

((hOpMa BUIIYCKY. JIO3YBAHHS, BHIL [13KYBAHHS aikapeskoro 3acofy)

HoMep peccTpaitiiinoro nocniauens UA/11503/01/01 crpok aii peccrpatifinoro nocsiuertis HEOOMEKCHH

Cepin nikapebkoro 3aco0y Ne EPC23047A1 KiibKicTh BBE3EHOTO JiKapehKoro 3acoby 72
Bupobiux Egepromie Jlaiid Cacnons Jlimiten, Injis

(uainMeHyBaBHS BUPOBHHKA JHKAPCLROTO sacofy, kpaiia TOXOIKCHIIA)

Baesero s Ykpainy ToBapucTBO 3 00MEKEHOI0 pifuoBinaNLHICTIO "OPT'AHOCIH JITA",
inent. wou: 24377666

(UaitMEHY BN TA KOJL 30 CHPTIOY wopuantsoi ocobu aGo npisnuie, iss, 1o Garbrosi (riznanol
ocoBu - nigrprenits, I Micue nposBanyd 1a pecerpauiBiinii tomep OOJIKOROT KAPTKH TAATHHKA
tosarkin afo cepis ra HoMep nacropta)

TIpoToKo: BI3YAILIOTO KONTPOMIO Bil 16.01.2024 N2 128/2.
JlaGoparopHii anai3 stKOCTI JIiKapCHKOro 3acoby 3jHCHER I

JIT "LlenTpannha naGopaTopis 3 aHalizy sKocTi miKapchbkux 3aco6iB i MEAMUHOT NpoJLy Kuil"
(v.Kuis, Byn. Kyupsascbka 10r m.Kuis, sy, Kyapssepia 8B Knisenka o6nacth, ¢. Hosi Ierpiniu,

pyJi. [Bana Ppanxa, 19)
(nafiMenypais Mictiesnaxojpkers AaGapaTopii, Wwo nposena naGoparopiinil anais RKOCTI)

BHCHOROK LUOAG AKOCTI JikapehKoro 3acaby, BUAaHHi naBopatopieto »in 08.02.2024 Ne 0247
PesybTar 1aGopaTOPHOro aHaNizy AKOCTI JiKAPCHKOrO 3ac00Y 32 MIEpEBIPCHHNH TOKA3HIKaMI BinfioBiAAI0TH
BHMOFAM METO/IB KOHTPOIO AKOCT (aHasIiTHHHO-HOPMATHBHOT JOKyMenTauii).

3a  pe3ydbTaTaMil  AepHKaBHOIO KOHTPOMO  BCTAHOBAEHO, IO JiKapchKuil qaci6 sBescHo B YRpainy 3
,LlOTpI/lmaHHHM BHMOT 3aKOHOAABCTBA (IONO sabeancueHHs AKPCTI NKAPCLKUX 3acofin.
.th,OE'B TA A’O

‘{3:# \&-\;\uuﬁ PN poo

a2 %
G o

Isax 3AJIBOPHUX

(iuinianm 1a npissxIe)

B.o. nagay
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ROMBHPUATE XOT-CIP, 2 muaintiss cmakom N 10 cepin N2 EPC23047A1

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHANY 12 216P23100706

Praduct nate 7 Hasea npopykii.  COMBIGRIP HOT SIP® / KOMBIFPUR XOT cin®

Phasmaceutical form [ Tikapcexa dopma;  powder for oral solution wilh lermon fiavour / nOPEIIOK IR GPANLHOTE POIIAHY 3 UMONHUR CMAKCM

Strengtiipolency / Cana gifaknMBricTs | 500 mg .(M\') f10mg () [10mg ()

in sachet: 10 sachets in cardboard pack / no 5 nopciiky 8 cailerng 10 Catse & vapToHHiA kOpeOLi

Type and size of packaging / Bua i posmip ynakessu. 5

1 . 1 sachet contain: paracetarmol 500 my cetirizing Hydrochioride 10mg phenylephnne hydroch!éride 10 mq-k
Aclive subslances / [l pe-osii 1 caue Micrie; napaueTanory 500 Mr LeTUPRINHY TLAPOXNOPULY 10 peninedpusy rapoxnopugy 10 wr
Manufacturer | BupoSemk: - Evertogen Life Sciences Limited / EBepropxen Nawnd Cacrcus Jlimited

Plot N> S8, 9. $-13/P & S-14/P TSEC. Phanna SEZ Green industrial Park Polepally (V) Jadchena (M)
Mahabubnagar, Tefangana. IN -~ §08 30%. India

Atidress | Arpeca. Mot Ne Ec-8. Ec-. Ec- 13/ ra Ec-14/1% Ti Ec Ak An Ci, wapma Ec | 3et [pir Inpacpian {1apx. Nonenanni (Bi).
Eqvepna (Ew. MaxaGybrarap. Tenaurawa. IH-509 301, Inais B
Registration cenificate / PeeCipaLiine NoCaIgUeHHS UAL1503/01/01 Valid upto ? Qincrie go: Unlimited lerm { nzolmexetusi

License No. / fiuesain Mo 1IMNIAPIZD14IFIG

Batch Ne / Cepist Ney ! EPC23047A1 Ratch size 1 Posmip Cepiil 18000 packs/ ynak
Date of manvfactuse / [lava eupobrayrea 1172023 Expiry date 7 Tepumin npuagTHocTt 1112027 .
Test . Acceptanle criteria (at balch realize) Result
Hanmeypanua NoKaHmea KpuTepil npuaRATHOCT { Ha BritycK) Pagynbrar

Off white pawder with light-yeliow lone

TP
. Motk Ginvi nopawok 3. BA0-KOB 1M BILTIHKOM Complies {Bignopinac)

Description { Orme

identification / Liexdikaiia

Resion Wi feiic ) chiorioe 1est sciuton: a blue-violet color is produced
Paracetzimol/ Mapauetanon Peakuin. 3 poswwmom 38038 (11} xnopuay: Npossa curso-BloReTosore  Complies (Bignosiac)
3a0apBNeHHa

The retention time of the celirizing hydrachloride peak in the chromatogram of the
sample solution to that obtained for test assay corresponds to the reiention time
of the Celisizine Hydrochloside peak in the chromatogram of the standard
Celrizine Mydrochiode ! LiEmpnsy AADOXIOHAA solution Compties (Bignosinae)
Ha xpomatorpamax  Bu0poBoBYBBHOTO  POSuMiy 1 POSUMHY  NOPIBHAHHA
OTpUMAHMX B POIAIN «KibKICHE BUSHAUEHHAD LETRIMIALY TRPOXAOPVAY  MACK
YTPUMYBBHHS NKY UETRPIS3UHY MAIOTE CHIBNAAATA

The retention time of the Phenylephrine Hydroctioride peak w the chromatogram
of the sampie solution Lo that obtained for testassay corresponds o the: retention
time of Phenylephrine. Hydrochioride peak in the chromaiogram of the slandard
Phariyléptitnie Hydrochiodoe/ deminedipuhy TAPOXROPUR solution Complies (Binnoainae)
Ha xpomatorpamay svnpoBOBYRGHOMG POIWAHY 1 POIWHY NOPBHAHNA
OTPUMBHIY. B POIAINT (KINLAICHE BASHANBHHAY eHinehpuHy IAPOXNOPrAY HaCh
YTRUMYBEHHA DKy (HEHINEGPVHY MAKTh CAiBRAAATY

Notmore than 2 of the individual masses deviate from (he average mass by more

than 7 5% and none deviate from the average mass by mere than15-% “182
He Giflutiie 2 IHEVSIYSILHIX MBC MOXYTh MBTH BIAXVREHHS BIAL CRPRAHEON MACA ) 280 Yo
Binstue HiX 7 5 % 18 XOAHA HAVBILYANoHS MaC3.HE MORE MATU BIAXUIEHHS BI4

cepenHs0i MacK Binblie X 18 %

Unfondy of s /O RHODIAHIC T MBCW SN OHmui
L03088HOTO AIKAPCHROTO-3a¢00Y

Related substances / Cynposisi ACMIUIKM

4-aminopheno! 7 4-amiHodseron NRAT O 1 %/ He Ginswe 01% 002%
4.chloroacetanitide / 4-xrcpoayeTaminig NMT 10 ppm! He Ginie 10 ppm NGt detected (He sunsnen)
Aoy uespeced mpanty - Byflb-AX0L KEIREHTAIKORANI LOMILIK NIMT .25 %/ He Ginviwe 025 % Q00 %

COMBIGRIP HOT $IPE, with lémon flavour Ne 10 ateh No EPC2304TA Talia2

Office : GV Charnbers, 7-2-C8 & €8/2, L.E., Sanathnagar, Hyderabad - 500 018, Tela M Wi
te ®
Factory : Plot No: -8, $-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509301, Telangana, {ndia.



KOMBITPUI XCT CING, 3 nuiMounum cmakom Ne 10 cepin Ne EPC23047A1

] v .
- Assay ] KinskiCHe BU3HAUBHHA

Paracetarrol/ Napaleramon 450 g (M) - 550 mg {nr} {90-110%) 5006 oy {wr)
Cedhizing Hydrochionte /LB TUEMAMHY fiAPOXNopnA 90 mg (Me)- 11 0.mg () (90-110%) 96 .mg {mr)
Phenykyfirie Hydoorionde | Geninepuy TAPOXAOpUA 90 mg () - 13 0 myg tur} (90-110%) 164 mg(mr)

Microgial Limit Test! MikpoGionoriura yvctora

. “Total aerobic microbial count {TAMC) /3aranbie Wicho kurtesgatHis aepobhvx mixpooprariamin {TAMC)

NMT 107 CFUIg / He Bistowe 107 KYO/t T T 4 CRUIg (kYO )

Total cambing yeasts! moulds.count (TYMC) / 3ararbhie dvcno APBraxosix Ta AICHRRNK rpubie (TYMC)

NEAT 107 CFUlg / He Binbuie 10¢ KYO/ 1 <10 CFUlg (KYO/)
Esherichia coli Should be absent per 1./ BicymicTo A 1T : Absént (Biacy i)
CONCLUSIONY BUCHOBOK :
The tests are performed in accordance with MQC of the manulaciurer 1hsl approved by Mot of Ukraine §
i

In {he opinion of the undersigned the sample refesred to above is of standard quatily is delined in the MQU

i | hereby cetlifty. that the above information is auth and accwrate This batch-of product has been manufaclured including packagingfabeling and Gisalty control at the sbove:

mentioned site in fullcorop!

nce with the GMP requirements of the local Regutatory Authumty and eath the specification avaitable in regislration dossier The balch processirg

| packaging ang analysis recerds. were eviewed - found to be i complance wih GMP

| funpobysans npoceaeri
¢ 3O BUCHOBRY HAKYEN

LNOBIEHO 210 MKS smnobrva o 3aTeepament nakadon MO3 Yepanw
MCAHOTD. BVLEBKIARIAN 30AI0K MAC CTAREADTH ACKAIHUIL RKOCH Nepeadaden! NiKA

§ LR 3ECHIANYRD. GO HABG)IEHA BI THOOPMBLA & AOCTOBIPHOI T3 TOUHOK Lo cepmo apogyxut 8yno sipobnero (HKiKHaw PAKyRAMISMBPRYBERAR] 12 HONTRONG W BROCTT 1A
[ BMIEIABHAYEHIA ARPOBHIMIN AiRLIMU] RPOBELEHD Y NOBHIA SUFOMEHOCT 3 fvaarar GMP scTaHounenmy: MLLeans PEryARTOPHIIM OpraHoM, 3 KON BIANOBIAHO KO CREUMANKEUH
| W MICTHTRC B PROCTORLIHONY AOCLE TIEOTONONA BUpTTHALTS8. NaRYBAHNA T3 AMEMIIE OYIY NEPrIANYT - BCTAHOBNCHD sipnosigicTs GNP

Person, authorizing the batch release/ Ocoba, Bi}lﬂ?s}ﬁiﬂhﬂd BENBQHCK cgpl“i‘

E G. Srinivasa Rao | Manager QA [ 11-12-2023
it 4o Posilion ¢ Focand of signature / flava nigoucasm
COMBIGRIP HOT SIP®. with lerori favour N¢ 10 baich ke EPCZ3047A) 2052

Office :
factory : Plot No: $-8, §-9, $-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, N - 509 301. Telangana, India.

GV Chambers, 7-2-C8 & €8/2, |.E.,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLC0O8S348



JAEPKABHA CIVXFBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Haxii Ceitmaanoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €IPTIOY 37079055

BHCHOBOK
Hpo SIKiCTh BBe3eHOro B YKpaiHy aikapchKoro 3aco0y
08.10.2024 Ne 52392/24/2611
KOMBIT'PHII XOT CINI®

(HAWMEHYBAHRS JIKAPCHLEOTO 3aco0y 3TiHO 3 Ppe£CTpalifiAHM NOCRITICHHAM)
HOPOIIOK IS OPATLEOre PO3vURHY 3 JHMOHHHM CMAKOM, 110 5 r popomKy B came, o 10
canle B KApToHAiH KopoOixi

~ (¢dopma PHIYCKY, ZO3YBAHHN, BHA NaKyBAHHA nikapcekoro 3acoby)
Howmep peectpaniisoro nocaizaenns UA/1 1503/01/01 crpox &if peectpaniitroro nocsizaenHa HeOOMeKCHHH
Cepia nikapcskoro sacoby Ne EPC23053A1 KinbxicTh BBe3eHOTO mikapcskoro sacoby 17352

Bupobaax Epepromien Jlatid CaencHs Jimires, Iaais 1
(usiiMeHyRaHHY BEPOGHHER NikapCEKONG 3acoby, Kpaina NOXOMKEHHA)

Beesero B Vkpaily ToBapHCTBO 3 06MeXEHOI0 BiNIOBIAAILHICTIO "OPTAHOCIH

JITJ", inenT. wox: 24377666
(HafimciyBanus T koA 3a CPIIOY jopuanmol ocobu abo npissMme, iM'e, o GaThOB
dizwamnof ocobu - nianpremus, T Micue NPoRABAHHI Ta peecrpauifinui Homep obnrixoBoi
EADTKH TIATHHEA NOAATKIB 260 cepid Ta HOMEp TACIOPTA)

TIpoTOKON Bi3yANEHOTO KOHTPOIIO Bl 08.10.2024 N 3452/4.

3a pesyALTATAMH J[ePXABHOIG KOHTPONIO BCTAHORISHO, w0 mixapcekuii 3aci6 BBezeHo B Vipaildy 3
AOTPHMAHHAM 55

1L 3aKOHOJABCTRE IO/ 3a6e3ne e A AKOCT] TKaphiArx 3 iB. o
Ak 3ACOBI 74 _ o
. ’ Gt

Mruxona XOJIOAEHKO

(initiam Ta npiapme)




© Evertogen

Evertogen Life Sciences Limited

KORBIMPHN XOT CINS, 3 nMMOHHAM Cuakou Ne 10 copin Ma EPC2305341

CERTIFICATE OF ANALYSIS

CEPTMOIKAT AHAIRY Ne  21CP23100766

Product name / Hasea npopywyfi: | COMBIGRIP HOT SIP® | KOMEITPHN XOT CINe

Phamacsutlcal form / Nikapcexa thopma: | pawder for oral solution with lemon flavour / NOPOUKIK ANA OPANLHON PEIHMHY 3 MIAMOHAM CHIEHOM

Strength/potency / Cuna AilakeHicTs: | 500 mg {mr} /10 mg (ur) 110 mg (mr}

Type and size of packaging / Bug i poauip yhaiiessy 5 g in sachet; 10 sachets in cardboard pack { ne 5 rnopowsy B cawe; no 10 cawe B K8pTOHHA kopoGui

1 sachet contain; paracetamel 500 ma, celirizine Hydrochloride 10 mg, phenylephrine hiydrachlorida 10 mg
1 cawe WeTTs: napaueTamony 500 Mr, LeTHpuaKHY rigpoxnopagy 10 wr, thexinedpiqy rippoxnopuay 10 Nr

Manufacturer ! Bupeine | Evertogen Lifa Sciences Limited ! Esepropxeq Nafidy Cachona NimiTeg

Plot No: 5-8, 89, S-13/P & §-14/P TSIIC, Phama SEZ, Green Industrial Park, Polepally {7}, Jadcheria (M),
Address / Apaca: Mahahubnagar, Telangana, IN - 509 301, India

" | Mnor Me Ec-8, Ec-9, Ec-13Mi Ta Ec-14Mi Ti Ec AR Ak Ci, $apwa Ec | 3at, IpiH IHgactpian Mapx, Monenanni (B4,
Enyepna (Em), MaxabyGHarap, Tenasrana, IH-508 301, [Hala

Reglstiafion certicate / PeecTpayiia nocaiavenssr: | UA/11503/01/01 ' Valid upto / flifcva ao: _ Unlivited ferm / HeoGwexcerimt
Licensa No. / Tygnsis Ne: | 19/MNJAPIZ014IFIG

Active substances / Jliiowl peyoBHHMA:

Batch Na { Cepia Ne: [ EPC23053A1 ) Batch siz / Posmip cepil: 18000 packs/ynak. ]
Date of manufacture/lara eupoBmyrea: [ 1212023 Expiry date / Tepmin npuparwoctl: 122027 ]
Test Acceptable critaria (at batch realize) Result
HaiimaHyBaHHA NOKas-aE Kpwrepil npuitHATHOGTI { Ha BHUNYCH) Pesymutar
— AR e .
ldenﬁﬁcaliunfl.qa_-lmdnm_"ui - - - S
Reaction wit fewic (I} chicride lest solufion: a blue-viglet calar is produced
Pamcetamol/ Mapayeramon Peakuin 3 powwmow 3anisa () xnopuay: npoAsa cudso-thionetosoro | Complies (Bignosinac)

aabapenesis

The ratantion time of the celirizine hydrochlorde peak in the chramatogram of the
sample solution to that ebéained for test assay comesponds to the retention time
of the Cetirizine Hydrochloide peak in the chromatogram of the standard
Celiizine Hydrochioride / Ligmvpuas-y rinpommopua solution. Complies {Bignosigae)
Ha xpoWatorpamax ewnpoGoaypaHOrD pO34MHY 1 POSMMMY  NOPIEHAHHA,
OTRUMAHUX B po3nini «KimskicHe BUIHEMEHHAR LIETAPWIMHY riapoxnopway, Yacu
YTPUMYBaHHA NiKY UETMPUSUHY MaKOTL CRIBNAAATH

Tha retention Eme of the Phenylephrine Hydrochloride peak in the chrematogram
of the sample solution to that obtained for tesiassay comesponds to the retention
fime of Phenylephrine Hydrochloride peak T the chromatogram of tha standard
Pherylephring Hydrochiodde / @exinedpuHy riapoxnopua solution Complies {Bianogigac}
Ha xpomaTorpamax BwipolOBYBAHOTD pOUMHY | PORUMHY NOPEHAHHA,
OTPHMaHAX B PO3RINT «HTmoKicHE BUSHauEHHRR (hexinedbpisy rinpoxnopugy, 4ack

 YTpiMyBaHHA niky i nagam

the average mass by more
more than15 %.

Uriiormity of mass /0 gHOpIAHICTE macw AnA oammuj : : +3.17
p He Ginwwe 2/ vaC iyl i NeHHA Big CepegHBOT MacV i %
{ L0308BHOO FiKaPCKOTD 33000y Glneise H @ mMuswuﬁ MaCHHE|MONE MaTW BIIXMNEHHR Big et
CopEAHLO 6ig "W ‘i .2 |

Relsted substances f CynporiaHt aomile \\ E i tn ] _J ;_: U
. 4-aminophenol / 4-awioderon NMT 0.1 % IaI.I.Ie 0.1% -‘.1,:”;__ / Not detacted {He sunaneso)
| 4-chloroacetanilida / 4-xnopoauaraninia NMT 10 ppm Me PPIR 4 ) -/ Nat detected (He summnena)
« Any unspecifiad impuily 7 Gyae-skoi veigenudizasangl souion | NMT 0.25 %/ HEMJ_‘&" _-u. / 001%

"‘"!-._.._,_.-"

COMBIGRIP HOT SIP®, with lamen favqur Ne 10 batch Ng EPC23033A1 folla2

Offlce : GY Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. Ut24232TG2013PLC0B5349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally [V), Jadcherla {M}, Mahabubnagar, IN - 509 301. Tefangana, India.



© Evertogen

Evertogen Life Sciences Limited

KOMENTPUIN XOT G, 3 mmoHHAM cMadoM Me 10 cepis Ne EPC23053A1
Assay / KiNsicHa BUIHHaHHA - - -
Paracetarol/Napaugetanon 450_rng {w) - 550 mg (mr} {90-110%} 501.7  mg{wr)
Cetiizine Hydrochionide / LieTpuanny rigpoxnopig 9.0 mg (mr) - 11.0 mg {wr) (80-110%} 95  mg{mn
Phenylephring Hydrochicrida / ®exinathpusy riapoxncpua 9.0 mg (mr] - 11.0 mg (mr) (90-110%) 102 mgimn
Microbial Limlt Test / MixpoGicnoriaxa unctota

" Total asqobic microbial count (TAMC) /3arankHe YHCNo XUTTEIRATHIX Bepobivy Mrpooprasawa (TAMC)
| NMT 10° CFUJg / He Binuie 10° KYOI T | <tocruig govor
Total cambine yeasts/ moukds count {TYMC)  3arankHe SaCno ApiapRoEMx Ta NnicHRaw rpubie TYMC)
NIMT 10¢ CFU/g / He Gintewe 102 KYOI | <10 CFuig{kvolT)
Esharichla coli Should be absentper 1 g/ Bigcym™icTe a1 r . Absent (Bigcymhi)
CONCLUSION | BICHOBOK

The tests ama performed in accordance with MQC of the manufacturer that approved by MoH of Ukralne,

in the opinion of the undarsigned the sample referred to above is of standard quallty is defined in the MQC.
{ hereby cartify that the abave informalion Is aulhentic and accurate, This batch of product has bean manufactured, including packagingfabefing and quality contro! at tha above-
mentioned sile in ful compfiance with the GMP requirements of the local Regulatery Authority and with (he specification avallable In regisirafion dossiee. The batch processing,
packaging and analysis records were reviewed - found 1o be in compliance with GMP.

BunpofysaHHA npossaeH signosigHo Ao MKF ewpobhmea, wo sateepimeni Hakasom MO3 Yxpathu.

3rifHO BUCHDBKY HHKHBMUGMHCAHON, BHILEAKAIMHWA APAIOK MBE CTAHBAPTHI NOXAHMKH RXOCT], nepeadayai MKH,
Lium 5 32CRiRY0, 14O HABETLEHS BVILE THopMAELTA € OCTOBIDHOK Ta TouHOH. LIt capin nponywuiT Byno supoGnaHo (BM0NAI0HH NaKYBSHHAMBPKYBAHH) Ta KOHTPONK TT AkOGTi Ha
BHULe3azHAYERI BHPOGHINIA AlmbHMJ NPOBSAGHO Y ROBHIA SiANOBIRHOCT 3 BuMorass GMP, BCTAHORMEHHMM MICLIESHM PEryNATOPHAM ODFBHOM, 8 TAKCK BiANOEIIHD [ CTieuwdmaLT,
L0 MICTHTLCA B peecTpauiiHomy RoCkE. MpoTokom BWpCEHALTEE, NAKYBEHHA T2 aHaRiMB Gy NepernaHyT - BCTAHOBNEHO BlanoeimHicTs GMP.

Person, authorizing the batch release /Gcofia, sinioalnsrnua’ 3a Bunyck cepll

| G. Srinivasa Rao Manager QA
Name / Npisuwe Position / Tlocags:
COMBIGRIP HOT SIP®, with lemon Mavour Na 10 batch Ne EPC23053A1
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04-01-2024 |
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Do of signature / flata niamacaiqs

2alfa 2

Office : GV Chambers, 7-2-CB & CB/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: §-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, ladcheria (M), Mahabubnagar, IN - 502 301. Telangana, India.
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