HAEPKABHA CJIYKBA 3 IIKAPCBKUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haaif Ceitnnunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo AKicTbL BBE3eHOro B YKpainy Jikapenkoro 3acody
27.12.2023 Ne 67615/23/26
KOMBIT'PHII®

(natimMeHyBanus nikapebkoro 3acoly 3rigHo 3 peectpauifinuM nocsinueHnamM)
rTabserky, no 8 rabaerox y Gaicrepi i3 ponnru amominiesoi; no 1 Guicrepy y naqui 3
rapTony; no 10 navox y rpynosiii nauui 3 KaproHy

(dopma BUNYCKY, J03YBAHHS, BUIL NAKYBAHHSA AiKAPCLKOTO 3ac00y)
HoMep peecrpauiitioro nocsinsenna UA/2913/01/01 crpox aii peectpauifinoro nocsinyenus HEOOMEKEHHIH
Cepis nikapcbkoro 3acofy Ne ECP23004C1 KinbkicTs BBE3€HOrO Nikapeskoro 3acoby 30

Bupo6uuk Esepromxen Jlakd Caencus JliMiten, Innis

(nakiMeHy Bt BUPOBHUKa MikapeLKOTo -3acoBy, KpaiHa MOXOLKEHHS)

Baeseno 8 Ykpainy Tosapuctso 3 o6Meskenoro signosinansuictio "OPTAHOCIH
JITO", iaenT. xon: 24377666

(satiMenysanng 1a kon 38 CAPTIOY jopuanunol ocobu abo npissuie, iM'a, no Garskosi
dizuunol ocoby - mianpuemus, i Micte NPo)UBRHHA Ta peecTpauiiuuil vomep obnikosol
KAPTKH (IATHUKA noaatkis aGo cepis Ta HoMep macnopTa)

MpoTokon sisyansHoro xourposo in 22.11,2023 Ne 3610/15,
JlaboparopHull aHanis akocti nikapcbkoro 3acoby 3aificHeHHH:

JlaBopaTtopis 3 KOHTPOMO AxocTi Nikapeskux sacobis TOB "JJOBPOBYT-JIIKUJIAB" (M. Kuis,
Byn. Hosropoa-Cisepcnka, 6y.1.3, HEOXKHTIOBI npuMilleHHs 92)

(HaiMERYBaINS T2 MiCucsHaxowxeHns 1aboparopil, wo Aposena naBoparoprni ananis axocti)

BUCHOBOK LIOAO AKOCT] JiKapebKOro 3acoby, Buaanuii nabopatopieio sin 25.12.2023 Ne 496-23
Pesynsrary 1a6opaTopHOro ananisy sKkocTi Jikapcekoro 3acofy 3a nepesipeHuMi nokasHukamu BIANOBIAAKOTD
BUMOI'aM METO/IB KOHTPOMIO AKOCTI (AHANITHUHO-HOPMATUBHOT NOKYMeEHTAUIT).

3a peaysbTaTamMy  ASKABHOTO KOHTPOMIO BCTAHOBJIEHO, WO JikapCxy ~3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHH X KOHOAABCTBA Wol0 3abe3niedenta skocTylikapeniux 3acobis.
ApCOBIE T e
LEETT S
s %0, %
o
Muxona XOJIOJEHKO
{TPOIIO) (nianmc) (iniuianu Ta npissuiLe)







KOMBITPUN@, rabnerwm Ne 80

Preduct name / Hagna npogyku
Pharmaceutical form / flixapcesa dopma

Steengthipotency / Cura aiaktusucts

Type and size of packaging / Bua i poamip ynazson

Aclive substances / [lioni pesopmim

Manufacturer / Bupofnmg;

Address ! Appeca:

Registration cerdificate / Peccrpauifine nocsigyennss

License No [ Niyenasis Ne

Batch Ne / Cepist No:

Date of menufacture / lata supoGHuyTaa:

CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHATIIZY Ne  21CP23100608

COMBIGRIP® | KOMBIrPUN®

tablets / 1abnetim

500 mg (mr) 7 30 my (wr) 1 10 mg (mr}/ 2 rﬁbg (be') S

cepin Ne ECP23004C

é\l'éblets}n Elister' 1 blister in @ pack 10 packs in group pack

no 8 rabnerox y Snictepi no 1 Bnicrepy 8 nauyl, o 10 navok y rpynoRiA nawyi

1 lahlet /1 1a0neTKa MICTHTL!
Paracet 500 mg Caffeine 30 mg Phenyleptirine Hydrochiotide 10 mg Chiorpheniramine maleate 2 my /

Napaueramon 500 me Kopein 30 mr. Devinedpury rigpoxnopun 10 vr Xnopdenipamisy marear 2 mr

Evertogeanfe Sciénces Limited { Eseprogxen Naitd Cacreua Nlinite,

Mahabubnagar. Telangana. IN - 509 301. India

Plot No: S8 §9. $-13/P 8 314/ TSIC. Pharma SEZ, Green Induslrial Park Polepally (V). Jadchera (M)

flaot Na Ec-8 E¢-9 Ec-13/00 1a Ec-14/17i Ti Ec A A Ci. Dapia Ec § 3er. [pikt pacTpian Napy. MNonensnni {81).

ngepna (& ap ‘Tgnagura»«:a‘,ulﬁjsog 301 Ikspig

UAZ013101/01

Valid upto / [lihcue go:  Unlimiled term / neoBuexeyit

A9MNIAPIZ014]FIG
ECP23004C1 Balch size / Poawip cepii: 16 250
08/2023 Expiry date / Tepmin npuparHocTi; 08/2027

Test
HafmerysaHHs NOKasHKa

Acceplable criteria (al batch realize)
Kpurepii npuikatiocTi { Ha BUnyCck)

Result
Peaynbrar

Description / Onue

Orange or lght orange colour with inclusion scored uncoaled caplets. having imprints of
«Sn and «Ls on scored side

Tabrer 6e3 oficroHke NOMaPaHHEBOTO b0 CBITAO-NDMAPEHIRRITG KOMLODY 13
BEOANNEHHRAME AOBFACTO! CBAILHOT DOPMM 3 PUTKCKD. MAOTL BiBntiv «Sx 1a al» 1a tif
CIOROHL fig puCra

Cornplies (Bignosinae)

ldentification / lnemTudiracis

Retention ume of the peak Paracelarmal in the chromalogram of the (et solution should
correspong o that in the chiomatogram of the standard solulion. s obtained in the Assay

KOXPEHY 149 KOOMETONDEM: COD Yy TORE-SH-5 8 YWMOGIK FEOHEBNGH-0 TECTY B KIHHO-E BVBHA B+
ey

;aagﬁféixé " a0 YTPMMYBEH-R 1IRY FEDELETEMONY 13 XOOMATONDEM BAPODYHEHOR [OD-e Y BIN0BBeHacy Complies (Binnosinac)
FITVAYEA 4 TRy TEILFTARONTY H XPORTONERE POR Y FONIBHAMH B WOGX DDOERIEHE 6 TECTY 143
REWACHE BrOHMEH -8 TEEOLRTERTY
Retention iz of the peak Catfeng i the chromatogram of the test solution should
Calfeine correspond to hat m the chromalogiam qf the s}anuard sotulion 5 gbtained irs the Assay_ . )
Kobei LA YTPAMYEAR-$1 My KOCEEY HA XPOMETOND BIDOTYIA-OMD DOSHY BIRCEIEE Sady YITIyRa-05 1y Complies (Bignosigac)

Phanylephrine hydrochiorioe / ®ennedipsny NAPOXACPNE

Retention time ¢f the paak Phenylephning hydrachioride in the chromaltogram ¢f the test solution
shouid correspond 1o Ihat i the chromatogran of the standard solution a5 Obtained in the Assay
L Y Iy iR e iy (erned(xey TIRIOXNOPHAY HA XROMIITI DN Sy by TIGH O Xk sty BINORRAS Ly
ipenysaes: Ry QEHredruey SE0%0A0Y 19 XPOSIOITIN: PO Y BONIB SIS YA (I BEIE 61 TCTY
IO BU0-E2261 (DO ANV RIDONTOpHAY

Complies (Bignogigae)

Chlarphenyanung maleaie - XropeHpansy Maear

Retentien ime of the peak Chintphentanine maleate n the chromalogram of the 181 sotution
shaults caresparnd o that i the Lhearmategram of e standard solution. as ehigined m the Assay
o YXpaYE Y #61 1Ry KIXRXD-IXBSHY MANEATY K XOOMITINRAM By G0 OG-y BUFDOYIC HaCY
YIDMRAYR 153 1y XONCERH{SRY MANGETY H3 XPOMBTFNY DO Y MOFRL 51 B YROBIN NXBE/EHN TECTY K3
«HEmACHe AP R NOIIRAERHY MRNCATY

Compiies (Bianosiaat)

Maximum on abserplion spectiums of standard and sample solutions at wavelenglth

COMBIGRIP®, tablets Ne 30

Calorant Sunset yellow / Bapseuk wosTiit 3ax1 481 £ 3nm 4815 nm (um)
Marcvntym a000pEUji CTGHAAPTHONG Ta BMNpOBOaYREND pac stk vt Gy npn AB1 .3 v

Average weight / Cepentn maca 710 mg {mr) 2 5% 70844 mg {mr)
No more than iwo of the indiviaua! weights shoutd deviate by more 1han =« 5% and aone ]

Lt ; - § deviales by more ihan 2 10" fom (he average weight -145

Unifonmity of weight / OaropiHicTs macu He Ginbwe s 2 1adnetan 13 20 1oKyT> MATY BIGXWNZHHS B COPRAHBOI MACH BINbLIE HIX + 180 °
2 5% 15 X0OHa 18008763 ME NORMMAHEG MBTH BIXKNEHKR Dilbiue MK £ 10 %

Hardness { CTiKICTs 40 pO3IAENIBAKHS NLT 39 2 N/ He merie 392 M 154 NH)

batch Ne ECP23004CH toll32

Office : GV Chambers, 7-2-C8 & (€8/2, 1.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN NZ. (J242327G2013PLCOBS5349

Factory : Plat No: 5-8, $-9, $-13/P & $-14/P TSIIC, Pharma $£Z, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 508 301, Telangana, India.



KOMBIM PN, 1eGner<u Ne 8C cepin N2 ECP23004C 1

Fiability / GnparicTs NAAT 10 Y% He Binbwe 1 0 % 02 Y

3

Disintegration / Poanaganis Not more than 15 minutes / He Binewe 15 xeunus 0471  min (x8)

Dissolition { PoasmHEHHS

Paracetarnol / Napayeramon NLT 70% (Q) 2t 45 minutes { He merwe 70% (Q) a2 45 x8 9% %
Cafieine ! Kodein NLT 70% {Q) al 45 minutes / He merwe 70% (Q) 33 45 x8 106 %
Bhenylepheing hydrochltits { GBRmRIunY HAIRN0IE MLT 70% {Q} at 45 mminutes { He merue 70% {Q) 32 45 xa. 99 %
Chlorpheniramine maleate / Xrcpderipaby et NLT 70% {Q) at 45 minutes / He menwe 70% (Q) 33 45 %8 107 %

Unilormity of dosage units / CHHODIAHIC TS AUIU8EHIX OAMHILL

Paracelamol / flapayeramon Acceplance value (AV) not more than 15 / Npuinansrie wacno (AY) ve Ginbuwe 15 212
Caffeine / Kodei Acceplance value (AV) not more than 15 { Tipuimansre wierno (AV) ke Ginwwe 15 260
Phenylephrine hydrochlande # DemnedprHy TEDOXNODEA Acceplance value (AV) not more than 15 / Npuimansre “icno (AV) we Sinvie 15 3862
Chiorphaniramine maleale § Xeaney panear Acceplance value (AV) not more than 15 { Npwimasihie weno {AV) ue Binbse 15 49

Related substances / Cynposifsi 4omitxa

4-Aminophenol / 4-AnisodeHon Notmore than 0.1 %/ He Sinswe 0.1 % 0000 %
4.chlareacetanilide / 4-xnopaugraning Not more than 10 ppm / He Ginswe 10 ppm Not datected {He BrRBNEIO)
Any unspecified impurity / Byab-aka Hesigoma fovitsa | Not more than 0.20 %/ He Ginxkte 0.20 % 0017 %
Total impurities / Cyma OMiLIOK Not more than 2.5 %/ He Ginvwe 2.5 % 0034 %

Microbial Limit Test f MikpoSionoriuma wmerota

Tolal acfobic microbial count (TAVC) /3aranbHe UMCHO XUTTEIAATHIK aepobrnx mixpoopraniams (TAMCG)

NMT 103 CEU/g / Hle Binblue 10° KYOIr <10 CFUlg (’KyO/v}
Total combire yeasts/ moulds count {TYMC) { 3aranssiz wicT0 APIKKORMX TR NRIGHABKX pubia {TYMC)

NIT 102 CFUlg / He Ginswe 10:KY0! ¢ <4t CFUig (KY0/ v}
Escherichia coli Should be absent per 1 g / He 40nyCHaETHCA HaRBKiCTL 8 11 Absent (BincyTHi)
Assay (al release) / KinKicHe BuaHauenHs (Md aunyCcy)
Paracetamo [ {Tapaueramon 475 0 my - 5250 mgiat /475.0 mr - 525,0 wrfrabn 498 4 my/tab (mriTa0 )
Caffeine / Kodein 28.5 mg - 31.5 mgftab. / 28 § mr - 31 5 mefratin 303 mgitab (mritad )
Phenylephnne hydrochicride § dewnepsty ARHOXTIOMMA 95mg-105mghab /95w~ 105 wrftabn 98 mgitab (mr/ta6 )
Chigrphenramine mateae ! Xnooden ey Manear ! 19 mg--2.1mgitad /19 mr 21 mrfrabn 18 mgitab {mr/rab )

CONCLUSION | BUCHOBOK

© The lesls are performed 11 accordance with MQC of the manulacturer (hat approved by Mol of Ukraine
In 1he opsmon of the undersigned ihe sample ceferred (o above is of standard quality is defined In the MQC
| nereby certify that the above information 15 guthentic ang accurate his batch of product has been manufaclured. mcluding packagingdabeting and quality conwrol at the above-menticned
aite i full comphance with the GMP requiremants of the local Regutatory Auliiorily and with the specification available i registration dossier Yhe balch proceseng packaging anc analysis
records were reviewed - found 1o be in compliance with GMP

BanpoByBaHHs NPOBEAEN BANOBIHHO K0 MKST Bupolinned, w0 3a7BEDIPKEN; HAKEI0M MO3 yrpathu

BHAHO BUCHOBRY HUKURIHIAHCBHOID SHEBKEIEHWA JPA3OK MAE CTARAGPTH NOXBIHAKA AKOCTI Tiependasen MKR

LM A JRCAMMYKY LG MBEETEHA BINLE HDOPMALA € [0CTOBIDHOX T3 TOUHOID Lo copin apagyrwt Byno Brupotineso (BAMONICM NAXYEaHHMBPRY Bins SRP
SULFHIHAUCHIN RAPOSHANIA AINBHIALYS NPOBRAEHO Y NOEHI BIBNOBYAHCCTI 3 BrMoram GMP BCTIHOBOBHMMM MICLIEENN PSTYNATORHMM OPFaHOM & TBRCH BRNINFINTG I L0
MICTHTEER 8 PECCTRALLRHOMY AOCHE TIHOTORCI BUPOGKIUTES. NGKYREHINA 18 dHANRIE DYIbt NERRITFHY T - BLTAHOBREHO BIANDBIAHICTY GMP

fSKOUT HA
bk g0

G. Srinivasa Rao Manager QA i i 31-10-2023

COMBIGRIPC tabiets N2 80 hatch Ne ECP2308481

Nome Mg Pasition ¢ Nocana Date of sygnawre  Jlata ny

20i22

Office : GV Chambers, 7-2-C8 & C8/2, 1.£., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factary : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, india.



