JNEPXKABHA CJYXBA 3 JIIKAPCbKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauii Ceitnuunor, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
Npo AKicTH BBE3EHOT0 B YKpaiuy JiKapchKoro 3acody
13.03.2024 Ne 58868/24/26
KOMBIT'PHUI JEKCA®

(nadfiMenyBanus JKapeLKOro 3acoly srinno 3 PCECTPULEIINM MOCHIAMCHINM)
Taéaeriu; 10 8 TabueTor y 6aicrepi; 1o 1 Gaicrepy B mauuni; no 10 nawok y rpynosiii nauui

(([)opma BHITYCKY, JO3YBAHHS, BHIL GAKYBAHHR !(iK'dehKOI‘() 311006)’)

Homep peectpauiittioro nocsizuenis UA/2068/01/01 crpox i peecrpanifinoro nocsinienus neoGmenxennil

Cepis nikapchkoro sacofy Ne ECD23003B1 Kinukicrs paesenoro jikapeskoro sacoby 30
BupobHuk Eseprouken Jlaid Caencus Jlimiren, Inuis

(abimenyBauks BrpoSHIKa AiKaPCLKOTo 3acaly, kpaina TIOXOJIKCHHS )

Baeseno B Ykpainy ToBapuerpo 3 00MeKCHOK BiANOBIAANLIICTIO "OPIrAHOCIH
JITHA", inenr. won: 24377666

(uaienysanns 1a ko 3a CAPTIOY wopuusiol ocobu aGo npissie, iM', no GarbrOl
(iznsol ocolu - mipHeML, i MiCHE NPOXHBAHIA Ti peccrpunifinmii nomep oGaikosoi
KAPTKH MURTHIKA 104aTKiB 260 cepis ‘T HOMCP NacropTa)

INpoTOKOT Bi3yalbHOIO KONTPOIIO Bij 06.09.2023 N« 2629/4.
JlaGoparopunit auasi3s axocTi AiKapeskoro sacoly suificnennii:

I "Lieatpanbua aboparopis 3 ananmisy sKoCTI JiKapebkix 3acoBiB i MeANUROT Ipoay k1"
(m.Kuin, Byn. Kyapsscexa 10r m.Kuis, By Ky apsscnka 8B Kuincska 06i1acts, . Hosi

Terpisui, By Isana ®panxa, 19)
(HAFMEHY BEIHS T8 MICUCIHAXOIPKCHHS srafoparopii, 1o nposcna saGoparopuuit ananis sxocri)

BHCHOBOK LIO0 AKOCT] flikapehkoro 3acoBy, Bijanmit naopatopieio il 16.11.2023 Ne 2152 8ix 21.02.2024
Ne 0320

PesynbraTh 1a60paTOPHOro ananisy AKOCTI AiKApCLKOro 3acoby 3a MEPEBIPEHHMHU TOKA3HIKAMH BIIOBIIAOTE
BUMOIAM METOAIR KOHTpOMO stiocTi (ana ITHYHO-HOPMATHBHOT JOKYMCHTALT).

32 pelybTATAMH JICPKABHOIO KOHTPONO  BCTANHOBACHO, wo nikapchkuit 3acid  wseseno B Yipahiy 3

JOTpUMaHI . 3AKOHOJABCTBA LIOAO 3a6e3neuenna akocti ikapebkyxacabis.

AACOER §
:\Z; Withy ‘;4 kO/,
3 %

Muxona XOJIOJEHKO

ITPOMO) (ninnue) (ininiany ta npisprite)







JNEPJKABHA CJOYKBA 3 JIKAPCBKHUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

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

BUCHOBOK
1po AKiCTL BBE3EHOro B YKpainy JikapcebKoro 3acoby
13.03.2024 Ne 12552/24/2611
KOMBII'PUII JEKCA®

(nafisenysanus AikapesKoro 3acofy 3riAuo 3 precrpattifinnst NocsiiHcHRM)
Tabueriu, 1o 8 rabaeror y 6aicrepi 3 poubrn amominicsoi; no 1 6aicrepy y navui 3
gaprony; no 10 nauoK y rpynosiii naumi 3 Kaprouy

(opMa BRILYCICY, HO3YBAINS, BIL HAKY BRI Aikaperkoro sacoly)
Homep peccrpaniinoro rocsinuents UA/2068/01/01 crpox uii peectpauiiinoro nocsinenns HeoOMeKenuH
Cepis nikapcbkoro sacoby Ne ECD23003B1 KinbkicTh BBE3CHOTO Jlikapebkoro 3acoby 8490

Bupo6ik Eseprosuken Jlaitd Cacucns Jlimiten, lnuis

HABMCHYBATILS BUPOGHIKA JIKAPCLROro 3acoby, Kpallid NOXOLKCHHN)
Y. KY

Bsesero B Ykpaiity ToBapHETBo 3 06GMEKENO0I0 BUNTOBIAAILHICTIO "OPTAHOCIH
JITI, inent. xon: 24377666

(nadverysanis Ta kol 30 EJIPTIOY wopumanot 0co0H aGo npisnrwe, imM's, 110 Garnkosi
Gisuaiol 0ol - GiANPHEMUA, T MICLIE HPOKHBANKA T4 pecerpanifinsit omep 0Gaixopol
KAPTICH HABTHHKA NOTRB a0 cepis Ta nosMep facropra)

MpoTokon Bisyainioro kontposio sin 07.1 1.2023 N 3461/3.

3a  pesyAnTATAME  ACPIKABHOIO  KQHTPOJO  BCTAHORACHO, wo jikapeskuit dacid sseseHo B Yrpainy 3

AOTPpAMAIL 3AKOHOJABCTBA WOAC 3aBeaneyeiiis SxocTi JKkapebiHX 3acobin.

Wk 3ACOBIg 3
ALY

K3

Hawan, Muxona XOJIOJEHKO

OITPOITIO) (nianuc) (iniwdasnm a npismiuie)

{noc







JNEPXKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTHKAMHM y m. KHEBI

npos. Hanit Ceitninunot, 3, 02099, Ten. (044) 205-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €APIIOY 37079055

BHUCHOBOK
npo AKIiCTh BBE3eHOTro B YKpaiHy JikapebKoro 3acody

13.03.2024 Ne 12530/24/2611

KOMBII'PHI JEKCA®

(nalivenysanng JKaPChKOTo 3acoBy 3riAHO 3 PeCCTPaLiMing nocsiad et
TabJerK, 1o 8 raéacrok y Gaicrepi 3 Gposinru amominienol; 1o 1 duicrepy y mauni 3
xaprony; no 10 nayox y rpynosiii nauui 3 xaprouy

(shopma srTYCKY, HOTYBINI, BUI HAKYBAHHA NIKapehKkoro 3acoby)

Howmep peecrpauiititoro nocaindenns UA/2068/01/01 crpox aif peectpauifinoro nocsinucis neobmemenni

Cepist nikapeskoro 3acoby Ne ECD23003B1 Kinskicts peesenoro nikapcwskora sacoby 7590
Bupobuuk Erepromien Jlaind Cacuens Jlimiten, Injis

(raiimesty satis BPoGIMKa AiKapehkoro 3acoBy, kpdita NOXoDKeHHH)

Beeseno B Yipainy Tosapucrso 3 obmexenoio Bixnosinansnicrio "OPTAHOCIH
JITA", inenr. kox: 24377666

(uadisenynarns Ta kon 31 CIPIIOY wpuanunoi ocobu afo npisnsie, iM'e, no darukoni
Qisvnntol ocobu - ninpHeMUE, T MICHE NIPOMUBAINA TH pecerpaitifinni Homep 06nikosol
KAPTRH TaTHIKE HOAaTKiR 260 cepid Ta HOMCD sacHopTa)

Nporokos Bisyasnuore kenrposue i 25.10.2023 Ne 3325/2.

3a  pesyNbTATAMH  ACPHABHOrO KOHTPOJNO  BCTAHOBICHO, IO nikapenkuil  3acif  spesewo B Yepaiuy 3
JOTPHMAHHAM BHMOI 3KOHOAIBCTER HIONO 3abesneueHna axocti gikapeekux sacobis.

Mikona XOJIOJAEHKO

(i) (imriniadmy ra napisusine)







KOMENPUI EKCAD, Tatnetry Ne 80

cepin Ne ECD23003B1

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAINZy T 21CP23100418

Product name / Haapa npoaykui: ! COMBIGRIP DEXA® | KOMBIIPUIN HEKCA®

Pharmaceutical form / flikapcera dopma: ‘ tablets / Taonew

Strength/potency 7 Cuna gifaxmaicTs:

Type and size of packaging / Bug i poamip ynaxoarm

Aclive substances / [iroui peuosurn:

Manufacturer / BupoGrug:

Address [ Agpeca;

500 my (wr) 7 30 my (mr) 0 mg (mr) / 2 mg (Mr) } 10 mg (M)

8 tablets In blister, 1 blister in a cardboard pack, 10 cardboard packs in gfdup pack
o 8 TabneTok y Bnictepi, no 1 Gricrepy 8 navyl, no 10 navor y rpynosii nauui

1 Tablel contai Paracetamal 500 mg, Galiene 30.mg, Phenylephring H

chisride 10 mg, Chiompheniramine

malea:e 2 my, Dextromedhorphan hydrobromide 10 mg
1 raBnerya iy Napaueramon 500 mr, Kodein 30 mr, Peninedpuny rigpoxropun 10 mr, XnopheHipamany
maneat 2 ur, lerctponetapiany tapabpomin 10 ur

Evertogen Life Sciences Limited / Esepropxes Haid Cacucm Jliniven

Plot No: $-8, §-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcherla (M),
Mahabubnagar, Telangana, IN - 508 301, India
fnot Ne Ec-8, Ec- 9 Ec—13/ﬂi 1a Ec-14/M T Ec Al AR Ci, @apma Ec | er, [pixt tupactpian Mapx, Nonenansi (Bi),

Registration certificate / Peecrpauiite nocaigueHs: i UAS2068/01i01 Valld upto { fincwe go:  Unlimited term / neoBumexennit
License No. / e Ne: | “a‘s;mxﬁ;éaa‘ams
Batch Ne/ Cepls Ne ‘ ) k ’ ECD2300381 5 Batch size / Posuip cepit: 16 250 packs/ ynax.
Date of manufacture / Rava enpoBruyrea: ; 06/2023 i Expiry date / Tepmin npuparrocti: 0642026
T Test Acceptable criteria (at batch realize) i Result
HalMeHysanis noKasnuka Kpwrepii npaiaTioc { Ha Bunyck) ) Pesynurar

Description / Onwe

Green coloured with inclusions, scored, uncoaled oval tablets having lmpnnts of «Sn and
aL» on scored side,

Tabnersn Gea o600HKA. JENSHOTO XONLOPY 5 BRPANAEHHSMN, 08SbHOT (OpMA. 3
PUCKOIO, MAKITL BIGBUTIW «S» 78 «L» Ha T CTOPUHI, A8 pWCKA.

Complies/Bignosizae

ﬂllaénﬁﬁcation I laernruébimuin

Paracetarnol ! Mapayeramon

The ratention lime of the peak of paracatamol in the chromatogram of the test solution should
correspond to that in chromatogiam the standard solution, as oblained In e Assay. :
U YTPHIYERSH-1 T NERUETARMANTY e XPOMATONEM] BT poBOBYEEHON) FOHHY SityOBLae iy ¢ Complies {Blanoninae)
YIDMYBAHE 3 DY FRDALE TR TY Ha XIOMAIOIIA LOHMHY TCOIER3-441 B YWOROX DEOARES H8 TECTY 1A

RO 2 IO R PADRLETEMOTY.

i

Catfeine / Kodein

The refenticn time of the peak of caffeine in the chromatogram of he lest sclution should
correspard to ihat in chromatogram the standard solution, as obtained in the Assay

a0 w1k KDY Ha XPORRIONERA 8 DOBOEHON0 PO RNOBS Y Yy sl ky
KOy A KOOMIITCDENS DO TIODI 514518 YMOBIK YIOSRLBH 51 SECTY 10 K0 B o Xy,

Complies (Bignosinae)

Phenylephring hydrochiaride { Geninedpuny riopoxnopua

The retention time of the peak of phenylephrine hydrochloride in the chromatogram of the test
solution shauld correspond io that in chromatogram the standard solution. as oblained in the
Assay G . .

. . . . A omplies (Bignoeinae,
%Wﬂmmmmmmpwmmﬁrmamuﬁommpmwmw plies (Bianosixac)
wwmmwwwmwwmnwmmmi POOAHY TOPREHHHA B YWOREK
FDOBEGOEHHA TECTY HE KIBHOHE BOHIMEH-5 (DR-PEd vy IEPOUTDATY.

Chiorpheniramine maleate | Xnopderipeniny vanear

Cexdomehorphan fydrobvomide 1 feaposeropdieny Rupobpovy

The retention lime of the peak of Chinrpheniramine maleate in the chromatogram of the test
solution should correspond to that in chromatogram tha standard solution. as oblained in the
Assay. . . ,

. s . L mplies (Bignos
U YIIMYEHH R 1Y X0 MOy MarBaTy H XPOMTOrDan BVDEOCOsysaHO0 [Xo-vHy By CEesry Complies (Bianosisac)
VIDAMYBER 5! PRy XPOREHHY MAFEETY MG XOMETOIDENA [XTHVEY LIEHEHH51 B YNOISX TOX06TEHH TECTY
HOK DG B OO OOy MY :
The refention lime of the peak of Dextarmethophen hydrbromide in the chromatogram of the test
solution shouid correspond o that in chromatogram the standard solution, as gblained in the
Assay
U yTEVYBEH 51 iKY LEXCTPOMSICPU Y REpeOpuvitly Ha XpORsTCepan 8 DOBYEHOI DO HENOA/C
ey YIEVIMYEEHH 5 MRy ZERCTOOMETCDOHY ApoBpomirty 1el mxa‘mr;mmxpmym@awmywmx
TIPOGELEHH TOCTY HA KINLAOHE VHG-Cr 8 RS pOMEnopchay 1

Complies (Bianoigac)

The absorption spectium of the test solution corresponds o the absorpllcn spectrum of

;ﬁ;}f:ﬁ;g:)n;ﬁ;p : ; M:oe i GraTHI standard solulion. Complies {Bianosigae)
e/ amanTosH i CroxTp ROV GH R B POGLaYER X0 PO3HY GINOEIE CREKTDY NOTWGH R DX3Y TOOIB E3 ),
COMBIGRIP DEXA®, tablets Ne 80

batch Ne ECDZ300381 toffa2

Office : GV Chambers, 7-2-C8 & C8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogeh.com, CIN No. U242377G2013PLC085349
Factory ; Plot No: §-8, $-9, $-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.




KOMBIFPUN NEKCA®, Tabnerin Ne 80 cepin Ne ECD2300381

Average weight/Cepesna saca 665.0 mg ~ 735.0 g / Bin 6650 mr 20 735.0 mr 7006  mq(mr)
Not more than two of the indiviual weigms should deviate Ly more than + 5% and none deviates of ) ,
Uniformily of weight/OawopiaticTs wack ;E:rér::g]ezi:)z" Jz:g?eﬂi ?: %ﬁi&ﬁﬂm SLAXMNAIHA Bifl CepegHLT Macn Ginbloe MK + 5 %, 18 ?g? "//I:
HOAH3 TABNETHE HE HOBGIE MaTH Binxunewn Ginswe Hix £ 10 %
Hardness/CikicTs 40 POIAARTIORAHHS Mot less than 382N / He menwe 33.2 H 1187 N{H)
Friability/CrupaHicTs Not more than 1.0 % He Ginsue 1.0 % 008 %
Disintegration/Poanaganyn Not more than 15 min. / He Binswe 15 xa. 0596  min{xn.)
Dissolution/Po3unHenHs
Paracetarnol / Napaueramon NLT 70% (Q) at 45 min. | He menwe 70% (Q) 3a 45 xs. e 98 %
Caffeine / Kogpein ' NLT 70% (Q) at 45 min, / He meniue 70% (Q) 23 45 xe. 107 %
Prenylephrine hydrochioride / Gerinedpiry rigpoxnopus | NLT 70% (Q) at 45 min. { He merue 70% (Q) 2a 45 xa. 93 %
'Chlurpheniramine maleale / XeopepeHpamiyMareat NLT 70% {Q) at 45 min. / He menwe 70% (Q) 3a 45 xa. o - 89 %
Dextromehophan hydrobanmids / Geemoveopdiany finpbpoms NLT 70% (Q) at 36 min. / He menwe 70% (Q) 3a 30 x8. e 100 %
Uniformity of dosage units/OHopigHICTS AC3083HMX DAMHULL
Paracetamol / Napayevamon | Acceptance value (AV) NMT 15 / [puiivanste YiCno (AV) 1e Ginoive 15 273
Caffeine / Kocbe'x’u Acceplance value (AV) NMT 15 1 Mpwimanetie wacrio (AV) 1 Binbwe 15 442
Phenylephrine hydrochloride | Gexinedymiy rinpoxnopug | Acceplance value {AV) NMT Fpuamansee uvcno (AV) e Ginoiwe 15 10.3
Chiorpheniraming mateate { Xropbesiesiny Marear Acceptance value (A\/) NMT 15 / ﬂpnmaﬂme waero (AV} He Sinsiwe 15 6.6
Dextometiophan hydobromide  fercipoverixbady Anpcpoy Acceptance value {AV) NMT 15 / [MpuAamartre uicno (AV webinswes 70
Related substances/CyrposiaHi noatium
4.Aminophenol / A-AmirodeHon NIIT 0.1% He 6irbwe 0.1% ‘ T BQL
d-chloroacetanilide / 4-xnopaueraninig NMT 10 ppm / He Sinswe 10 ppm : Not delected {Me suneneso)
Any unspecified impurity /ByAb-sika Hesigoma aomiwka | NMT 0.20%/ He Ginbwe 0.20% 0.01%
Totﬁ! impurities / Cyma nomuuovc NMT 2 S%I He ﬁmbme 2 5% ) 001 %

Micrebial Limit TestMixpeSionor wna uncmra

Totat aerobic microbial count (TAMC} / 38rasbHe YMCND MATTESABTIIX ,mpf'ﬁum vaoo; : wiﬁ (TAMC_{M ‘

o | NMT 1000 CFU/g { He Binswe 1000 KYO! 1 <O TFUA (KY Q1)
Total combine yeash( movlds count {TYMC)/ 3aranshe wueno ;mx oany T3 nrickssux rpubis (TYMC) b
NMT 100 GFU/g / He Ginswe 100 KYO/r <10 CFUI {KYQY 1)
£ cofi | Should be absent per 1 g/ He ponyckaeTses HasisHiCTs 8 11 o Absent Br,ucym)
Agsay | KinbKicHe BUsHAMEHHR
Paracetamol / Mapaugranon { NLT 475.0 mg and NMT 525.0 moltab. / He metwe 475.0 ur i ve Ginswe 525.0 mrfab. 488.2  myitab.(wrirab.)
Caffeine / Kodpein NLT 28.5 mg and NMT 31.5 mg/tab./ He meniue 28.5 wie i we Binslue 31.5 mria6. 29.5 mghab.{mrirab.)

gndNMl 10.5

Phenylephrine Hy(jf_och(oride [Deninedomny rix HgMeHu,e 9.5 mr i He Binbwe 10.5 mrfvab. 10.3  myitab.{mritab.)
Chlorgheniramine maleate / Xropchenipamiry Manear & memwe 1.9 mrine Ginswe 2.9 vrirab, 2qu ...... mgitah twrfrati.)

Dextrehorhan hydrobroide/ Jeciporercpgay fpcpoin. | NLT 95 mg and NMT 10.5 maitab. / He menwe § 5 wr i v Ginstue 10.5 wrirab. 9.8 my/ab (wrirab) |

CONCLUSION / BUCHOBOK

The tesis gre perfarmed in accordance with MQC of the reanufacturer that approved by MoH of Ukraine,

in the apinion of the undersigned the sampie referred to above is of standard qualily is defined in the MOC.

i hereby certify that the above information is authentic and accurate. This baich of prodict has heen manufactured, ircluding packagingabeling and quatty control at the abava-mentiened site in (8
comgpliance vith the GMP requiremenis of the locat Regulatory Authorly and with the specification available in registration dossier. The batch processing, packaging and analysis records were reviewed -
{ound to be in compliance with GMP.

Bunpobyesarsn nposegesi sitnomigno 50 MK oupobuaka, Lo 3avsepisen 1iarason MOT Yepaiis,

3rinHo BRCHOBKY HAXHENTAACAHOI0, BALICEKIZHAN 3PAI0R MBE CTAMAADTHI NoKAHMKN S¥eC T, nepeaBaderi MKA

LIvM B 32CHIANYN0, 10 HIBEAEHE BHUIE IHOPMALIS € AKCTORPHA Ta TONHDI0. Lo cepho npoaykufi yno BapaBrEHO (BKHOMEIUH NakyBaKHAIMAPKYBaHHA) T8 KONTPORL Tf AKOCT] HA BULLIAINHENIH
BUPOGHMYI JINbHALY POBEAGHD Y NOBHIR BIANOBIAHOGCT 3 BMOraM GMP, BCTAHOENEHMIR MICUEBUM PEIYRATOPHAM OBfAHOM, 3 TAKOX BIANOBIAKO AC CreLpdinali, WD MICTTECS & peecTpauiktomy
AUCHE. NKI0K0NY BUPOBHALTEA, NaxyBarHs 72 aHaniaia Gynv NepernaHyT - BCTAHOBAEHO BignosixicTs GMP

Person, authorizing the batch releasalOcoGa m;znoamanw:; ;a nnnycs cepu

FG, Sfinivasa Rao | f Manager QA } t Z [ ' 31-01-2024

Bams Tl Hovion { Necans Baamure / Thanve Date of sgnalure / flara nignacasun

COMBIGRIP DEXA®, tablets Ne 80 batch Ne ECD2300381 2offa2

Office : GV Chambers, 7-2-C8 & C8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLC0B5349

Factory : Plot Na: $-8, §-9, $-13/P & $-14/P TSIIC, Pharma $EZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, india.



