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Evertogen Life Sciences Limited

KOMBITPHTI®, taliacrat Ne 80 ' cepin Xy ECE2I004CL
Caffine NLT 70% (Q) at 45 minutes oL %
Koeht Te memws 769% (€) 2a 45xo, ) !
Phénylepheine hydrochlaride NLT 70% (G5 at 45 m minutes, . 9698 %
Geainedphny Hapoxnopit He mertie 7055 {Q) 72 45 xo, » !
Chinrphieniramine maleals NLT 70% (G at 45 minutes 901 %
nopdospaiiey musy Hemenue 70% (Q) 5a 45'xn, :
Uniformity of dosage urits / OnhopinuicTs KOI0RAMIX ORHEIKNL )

Pasacelomol. Aceeptinee vilie (AV) notmare than 15 ’ 224
agauerason Tpuiimamuedrens (AV) e Ginnoe 15

Cafteine Accaptanee value (AV) not more.than 18 3.59
Kodelu Tpuiisanwte areno (AV) ye Ginsie 15 i
Phenylephring hydrochioride Aceplanice value (AV) not more than 15 ' 608
reninedpuy yinpoxan Lipaitsransuessen (A V) ue Blnowe 15 '
Chiompheniramine muleats Acceptance vatun (AV) not more than 15 36
Xnopdesipatsy sawar | Npeftwansus gien0 (AV) ue Ginswe 15 ;
Retated substasives / Cynpovimn i nosttxy '

-| -‘4-Aminophenel / 4-Aminabenon Not more than 0.1 % / He Ginue 0.1 9 0000 %
4schloroacetanilide { 4xropaneninia Notmpre than 10'ppm / He Gimeme 10 ppm ‘ . ND (F18)
Any unspecified fmpurity ' _— : ' ;
Biysceesnica HeB{ioME UM Natmore thar 0.20 % / He Sisue 0,20 % 0023 %
Total impurities / Cysn somitiox Not more thar 259 { He Siavme 2.5 % 003) %

Microbial Limit Teat / MirpoSionoriusa wncrora
Total sesoblc microbia! count (TAMC) /3aramue Uscio KHyTeaNarHiR-aepoBime Mikpooprasmiamia (TAMC)

| NMT 107 CRLU 7 He Ginsie 10V YOI |10 CEUIg {KYO/1)
Total combine yeants/ moulds eont (TYMC) /-3acansite Yxena piseedbix e stnicnanioe rpiGis (EYMC) I
NMT 10 CEU/{ He 6inswe 102 KYO/ v <10 CFU/g (KYO!r)
Escherichia cali Should be absentper | g /He nonyexseries wasaniers a ¢ -Absent (Bincyrai)
Assny LXinnsisne ssuasem
Puracetarnol / Mapauseasion
Atselease f Ha.iHnyex 4755 mg ~ 525,0 mg/tabl, 475.0 Mr~ 5250 mcfratn,
- - 4904 i G,
Atshe){ e/ Ha TegNIR ApHARTHOTTL | 4S0.00mgm $50.0 /bl 14500 e — 550.0 wrfiatin PR IR
' Cufteine / Kodein
Al release /1a sunyck 28.5 mg ~ 31.5mghabl, / 28.5 mp--3L5 mr/ratin 301 mp/ab.(uriat,)

Atshelllife / Ha tepuin npupaenocr 27,0 1o +33:0 imp/tab), / 27,0 mr—33.0 srfwbn,

Phenylepheine Hydrochloride / Gerinedpusy-rinpoxnopia
At release / Ha nittyex D.5.mpg— 10.5-mg/tab), /9.5 pr— 10.3 éarfraGn,

At shelf lifis / Ha wepais. oo 9,0 gy = 11,0 mpftabl, 79:0 aew11.0 Mrfeatn,

N Chlompheniraming maleate / Xnopibenipaniny wanear
Alselease/ Ha sunyck 1.9 mp—~2.1 mgfiabl. / 1.9 mr2.1 mefratin,

Atshelllife / Hatepminrnpuaoraoeri | L8 mg~22 mphtab), / £.8 sip--2.2 sthratiy,

98  mg/tab.(Mri1at)

20 mpftab.(vefnb,)

CONCLUSION / BUCHOBOK

The tesls are performed it accordance with MQC of the manufacturer thak appenved by MoH of Ukesing,

Tin the opinion o the undersigned the sample refetred to wbove.ds of standard quality a:defined ja the MOC,

L heeeby cedify thn die sbove infornation Ts-authentio and-aceurle, This batch of product has been manufaetured, including packagingflabeling and quality-cantiol at the above-
mentioned site i full compliance with the. GMP requirements of the (vead Regulatory Autliority and wilh the specification avnilable &y registration dossier. The batch processing,
packaging and analysls records were reviewed < fousd (o be in compliance With GMP,

BunpoGynanin npanegeni-aizaoninue 1o MICH enpobition, urs 3aro¢pmaeni 1050 MO3 Yapains, )

Jrinio sHeHunKY HIKIETATHEANDCO, AHILESKATIHMR APIIOK MAL CTIHEAFTH aoksi genar, nepenfageni MK,

Llsnd # saeuinuyro, Ut nascneit vits ledopuiauia « aooranipion 1 wounow. L cepin mponykail fiyns vipo (RO HERYHAIAAAPKY BRI} T4 KONTPUNG T axoeT
W0 sHeamH el supaSRHAiA AmENGUL DpORECHO ¥ woRgit 2iznosinHocti.a sistoran ‘GME, DCTAROBISHUMN MICUZBUM PEFYAXTOPHIM :OQrANOM, & TAKOR righonintio Ao
sutensthiniil, wa MivyHTRes.w pecepauliinosy porse, TIDOTOROMI MariGHRLTE, COKYDRHIN 78 SHzhY Gy 1yt - acvaneaneyo vingonigiicn GMP,

Name ' ﬁ
lpizattie {:'7 ’QWIM'?'VM 4 Fliia
Position of person suthgrizing the.batch rélease .
Tlocany neob, s it 103D Ha biyex cepli ‘M AN ﬁ}e&w rﬁi@ J4)
Signature of peyson asithorizing the batch:release oy
Tligmite ocoBu, AKa bRrawAa ROIBIAHUA BINYCK copil

Date of signatune
Hivea-nigtmens

LG ROA

Toth

COMBIGRIP®, tablets Ne 80 tateh Nt BCP21004CL

’

Office s GV Chambury, 7-2-CB & C8/2,|.E,, Sonathaagay, Hyderabad - 500 018, Telangana, India, vaww.evertogar.com, GIN No, U24232TG2015PLE0RE S48
Fartare ¢ PlntNne S8 §.0, 513/P & 5:44/P TSHC. Pharma $82, Green ladustrial Park, Folenaily V). Jadcherla (M), Mahabubnarar. IN « 509 301 Telanana, Indla,
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© Evertogen

Evertogen Life Sciences Limited

KOMBITPHIT®, Tabaerin X 80 cepia Ne ECP210466C1
Caffeine NLT 70% (Q) at 45 minutes 9878 %
Kodein e mentue 70% {Q) 2a 45 xn. : °
Phenylephrine hydrochloride WLT 70% {Q} at 45 m minutes. 9501 9%
MeHinedpHHY rigpoxXIopia He meinue 70% (Q)3a 45 x8. i *
Chlorpheniramine maleate NLT 70% {) at 45 minutes 9829 %
Xnopdetipamitiy Mancar He memwe 70% (Q) 3a 45 xb, : 2
Uniformity of dosage units / OAHOPINHICTE A030RAHUY OHAHHHLE
Paracetamal Acceptance value (AV) not more than 15 207
INapatietamon TMpnitmansie uncno (AV) He Biaemme 15 .
Caffeine Acceptance valug {AV) not more than 15 203
Kopein TpniiMansHe Tneao (AV) ue Sinswe 15 ’
Phenylephrine hydrochloride Acceptance value {AV) not more than 15 334
Peyinedpuiy rigpoxnopha Tpuiimancie wicno {AV) ne Ginswe 13 )
Chlarpheniranzine maleate Acceptance value (AV) not more than |3 50
Xnopheripasiiry Mancat [Tpuiimaneue uuero (AV) ae Ginnlile 15 ’
Related substances / Cynponifiki aoMitk
4-Aminopheno! / 4-Aminodenon Not more than 0.1 %/ He 6imeme 0.1 % 0000 %
4-chloroacetanilide / 4->xuropaueTanini Not more than 10 ppm / He Ginswre 10 ppm WD (HB)
Aty mspecified mpucity Not more than 0.20 % / He Binsuie 0.20 % 0035 %
yIb-AKA HEBIAOMA FoMillka
Total impurities / Cyma pomiwox Not more than 2.5 % / He Ginswe 2.5 % 0.044 %

Microbial Limit Test / Mixpofionarivila unctota
Total aerobic microbial count (TAMC) /3araneHe THCNO KATTEIAATHAX acpolinnx Mikpoopranismin (TAMC)

{ NMT 103 CFU/g / He Ginbwe 10° K¥O/r | <10 CFU/g (KYO/n)
Total combine yeasts/ moulds count {TYMC) / 3aranste ¥ucno gpbrpionix Ta anicHasnx cpubis (TYMC)
NMT 10? CFU}/g / He Giaswe 102 KYO/ r <10 CFU/g {K¥O/ 1)
Escherichia coli Should be absent per | ¢/ He nonyckaeToed HaABHICTB B L T Absent (BincyThi}
Assay / KinukicHe BH3HAMEHHS
Paracetamol / TTapayetamon
At release / Ha pHmycy 4750 mg — 525.0 mg/tabl. / 475.0 mr— 525.0 mr/1abn.
- - - 495.1 mg/tab.(mriTab.)
At shelf life / Ha repain nprnatiocti 450.0 mg — 550.0 mg/tabl. / 450.0 pr— 550.0 mriTadn
Cafieine / Kodein
At release / Ha pnmycx 28.5 mg - 31.5 mg/tabl. / 28 5 mr— 31.5 mr/Tabn
- i " - £ g/ 305 mgitab.{mriTad.)
At shelf life / Ha Tepmiinn npnnatsocti 27.0 mg - 33.0 meftabl. /27.0 Mr — 33.0 mr/TaGn.
Phenylephrine Hydrochloride / (Peninedpmuy rinpoxnopin
At release / Ha nunyck 9.5 mg -~ 105 mgfabl. / 9.5 mr— 10.5 MriTain,
= - - 99  mpflab.(mritad.)
At shelf life / Ha TepMiH MpUIATHOCTI 9.0 mg - 11.0 mgfabl. f 9.0 Mr— 1.0 mrftabn,
Chlorpheniraming maleate / Xaopdenipamiuy maneat
At release / Ha sHmyck 1.9 mg - 2.1 mg/tabl. / 1.9 mr 2.1 nritaGn.
: = 2 19  mgftab{mritai.)
At shelf life / Ha tepsin npunatiocti 1.8 mg-2.2 mg/tabl. /1.8 mr—2.2 mrizabn,
CONCLUSION / BHCHOBUOK

The tests are performed in accordance willh MQC of the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and accurale, This batch of preduct has been manufactured, including packaging/labeling and quality conirel at lhe above-
mentioned sile in full compliance with e GMP requirements of the local Repulatory Autherity and with 1he specification avatiable in registration dossier. The balch processing,
packaping and analysis records were reviewed - found to be in compliance with GMP.

BunpoSyparaa nposeagsi eignosizuo ao MK supobunka, wo sateepmaent sakazon MO3 Yepainu,

3riano ENCHOBEY HHAMENIANHCAHOTO, BHINEBKAZAKAI 3PAiOK MAE CTAUSAPTHI NOKASAHKH AKOCTi, nependauseHi MEGT

LIuns 5 3achinvyto, Wo sapenens sHWE iPOPMALIA € KOCTODIPHOIO Ta TouHOW. L0 cepilo mponykuit Gyno pupoGaeHo (BKAIDMAOYI N2KYBANIAMAPKYDAHLIA) T2 KOUTPONE 1T AKOCTI

Ha BHLIETasNAYEHiE SApobHHYIN ZIMEHULI NPOBEACHO ¥ NOBHIM RigmosianocTi 3 sumoram GMP, metamos Mic 1 POTYNATOPHHM OPTAHOM, 3 TaxQi BLANGDIDHO AC
cimewidikaidi, U0 MicTHTECA B peccTpaniAROMY Aocke. [IpOTOROTH BRPODHHUTRY, NAKYBANINA T2 a#anizin Gyan nepernanyTi - BCTAIQRIEHD pignosiauicts GMP.
MName (‘
NMpizene - LV Pravo §a R-"‘Mﬂ
Pasition of person authorizing the batch release
Mocana ocobit, sxa BUAANA NOIBLT Ha DHOYCK CEpil /L']g,n\ 0 Sl (ﬂ'*fﬁ Fa)
. L * 7
Signature of person authorizing the balch release _e
ITinnic ocobr, AXa BHAANA A0IBLN HA BUIYCK CEpii a’L=
Date of signature
Jlata niznucanna 1 1’}‘{6)0?“?' )

COMBIGRIP®, tabicts X BO batch Ne ECPZIB06C1 Zeoffa2

Office ; GV Chambers, 7-2-C8 & €8/2, I.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, §-9, 5-13/P & $-14/P T51IC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.



© Evertogen

Evertogen Life Sciences Limited

KOMEBICPHINE, TabacTiu e 80 cepia M ECP2I906C1
CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHANIIY
Certificate No., / CepTudirar Ne: 21CP2T100117
Product name: COMBIGRIP®
Haina npoayknii: KOMBIIPUI®
Pharmaceutical form: tablets
Jlikapceka gopma: TabASTEH
Strength/potency: 500 mg /30 mg/ 10 mg/ 2 mg
Cina AifaRTHBRICTL: 500 mr /30 Mmr/ 10 MR/ 2 mr
Type and size of packaging: 8 tablets in blister, I blister in a pack, 10 packs in group pack
Bua i poIMip ynaxosi: no § TeGrevox y Gniczepi, no | Ghicrepy B navuy, mo 10 mauok ¥ rpynonif nasui
Active substances: 1 tablet contain; Paracetamol 500 mg, Caffeine 30 mg, Phenylephrine Hydrochloride 10 mg, Chlorpheniramine maleate 2 mg
Hitoui peyornin: 1 Tabnerka micTute: TTapanetamon 300 wmr, Kodein 30 mr, ©eninetppuny rinpoxnopup 10 mr, Xnopderipaminy mareat 2 Mr
Manufacturer / BopoGimk: Evertogen Life Sciences Limited / Esepromsen Jlaiid Caencns Jlimiten
Plot No: S-8, $-9, S-13/P & S$-14/P TSIIC, Pharma SEZ, Green [ndustrial Pack, Polepally (V), Jadcherla (M),
Address: Mahabubnagar, Telangana, IN — 509 301, India
Aapeca: ot Ne Ec-8, Ec-9, Ec-13/TTi ta Ec-14/T1i Ti Ec Aii Al Ci, ®apma Ec I 3er, Tpin Innactpian flapk, Ionenanni (Bi),
€nuepna (EM), Maxady&uarap, Tenarrana, H-509 301, Inain
Registration certificate: Valid upto: | Unlimited term
Pecerpaniiine nocoiguennn: gaaliginl Hisicwe age: | HeoBmemermii
License No. / JTineusia Na: 19/MN/AR2014/F/G
Batch N2 Date of manufacture Expiry date Batch size {packs)
Cepia Ne Jara pnpoGuinTes Tepntin mpuaaTiocti Poamip cepil (ynax.)
ECP21006C1 0212021 02/2024 16250
Test Acceptable criteria Result
Haiimeiysalina nokaimmga Kpirepil apuituarmoeti PesyneTar
Orange or light orange colour with inclusion, scored, uncoated capiets, having imprints of «S»
and «L» on scored side.
Description / Onue Tatnetxi Se3 abonoHKH, NoMapaH4esere 260 CBITNO-NOMAPAHYEBOrD KOABOPY i3 Complies (Bianoainae)
BKPAIUICHHAMH, NOBFACTO 0DANEHOT JOPMH, 3 PHCKOIO, MAIOTE BINGUTKR «S» Ta «L» Ha Tif
CTOPOHI, Ag PICK3.
Identification / TaewTadsixauiz
Retention time of the peak Paracetamol in the chromatogram of the test selution should
Pafceriol correspond to that in the chromatogram of the standard solution, as obtained in the Assay.
ﬂir ; ﬂr:M o LaC YTPHMYTIHHA Nixy MAPALETAMONY HA XPOMATOIpamt BHPOGYBAHOND DORIHHY BIIROBIRE ALy Cornplies (Bianopinac)
A YTPHMYBAHHS MY NAPALETAMORY 112 KPOMITONPIMI PO NOPIBHFHER B YMOBAX MPOBSIEHHA TECTY K
WUTHRICHE BHAHAUSHI I FERTICTAMOJTY.
Retention time of the peak Caffeine in the chromatogram of the test solution should correspond
Caffeine ta that in the chromatogram of the standard solution, as obtained in the Assay.
Kotbein Yac YTPHMYBAHHS TIKy KOeiHy Ha XPOMATOrpan BHIPOGYBAIKOR POSUMEY BIIMOBIAC Yacy YTDIMYSaHFN Cemplies (Bianosinae)
niky koY Ha XPOMITOIPAN POFUHY MOPIMLHIA B YMODAX IPOBSIEIEA TECTY Ha KUTBICHE BIGHA' IBHHA
xodeiry.
Retention time of the peak Phenylephrine hydrochiloride in the chromatogram of the test
; ; solution should correspond to that i the chrematogram of the standard solution, as obtained in
Phenylephrine hydrochlonide . ; :
Meninedpiiy ri the Assay. ; _ Complies {Binnopinac)
DHITY CIAPOXAOPHA Uae yrpetnyBaniia niky deniaediiry AApoUopHIy B XPOMETOTPAMT BHITROGYEAHON POsHHHY BEmoaine
4ary YTPHMYBAHIB TKY eHinedpily NOPOXNOPHITY. Ha XPOMITOTREMI POSIEHY FODIBHARHA BYMORIX
Retention time of the peak Chlorpheniramine maleate in the chromatogram of the test solution
should correspond to that in the chromatogram of the standard solution, as obtained in the
Chlorpheniramine maleate Assay. Compies (Binnoninac)
Xnopdetlipasiy Mansar Uae yTpyBANTEL iKYy Xn0pdeHipaMity Maneary Ha XPOMATOITAMI BHrpOJYBAHOTO POFIHEY BLAM0BIAZE yacy p
YIPRMYBALTIA Niky XI0pdeHipaMiHy MaNCATY Ha XPOMITOTDAMT DOGLEHIY NOPIBHAHHA B YMORIX MPOBSISHHA
TECTY 1A KUTLKICHE BITHIAUCHER XIopienipamiesy ManesaTy.
Colorant Sunset yellow Maximum on absorption spectrums of standard and samnple solutions at wavelength 481 £ 3 nm 48LS  nm(um)
Bappsik woBTRIT 3axin Maxcuaym afcopGuil CTAHIAPTHO T BUTPOOOEYRANOM [XrettiHin bMag GyTH npi 481 £ 3 1M i
Averape weight / Cepeni Maca TIOmg + 5%/ 710 mr + 5% 7037 mg{mr)
No more than two of the individual weights should deviate by more than + 5%, and none
Uniformity of weight deviates by more than £ 10% from the averape weight. -134
QOHOPIBHICTE MACH He Ginbuwe nix 2 Tabaerry i3 20 MOy TH MATH BUAXHASHHS DiB cepenbol MacH Ginbuic Hik +222 7
5 %, Ta HOAHI TAONETHA HE MOBHHHA MATH BiAXHNLIEHA GiRbUe Hive & 10 %
Hardness / Crilikicte oo pozgaamosanna | NLT 392 N/ He mene 39.2 H 1669 N (H)
Friability / CTupanicrs NMT 1.0 %/ He 6inpure 1.0 % 02 %
Disintegration / Poamagana Mot more than 15 minutes / He Ginpwe 15 xp. 448 min (x8)
Dissolution / Po3MHeHHA
Paracetamol NLT 70% () at 45 minutes 9821 %
MMapaueranon He seHwe 70% (Q) 2a 45 xa. ' °
COMBIGRIP®, tablets Na 80 batch Nz ECP2 10061 inifz2

Factary : Plot No: 5-8. 5-9. 5-13/P & $-14/P TSHC. Pharma 5EZ. Green industrial Park. Poleoallv (V). Jadcherla (M) Mahabubnaear. IN - 509 3G1. Telanzana. India.



JIEPYITIKCITY KBA
AEPKABHA COYXKBA 3 IIKAPCbKUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTUKAMM y m. KUEBI

ByJ. Gepesunakisebka, 29, Kuis, 02098, tea. (044) 295-26-85 ren. (044) 265-26-82
E-mail: dls.kyiv@dls.gov.ua.htips://www.dls.gov.ua, Kot €JIPMIOY 37079055

BUCHOBOK

npo 9KicTh BBE3€HOro B YKpainy jikapchkoro zacody

31.03.2022 Ne 13127/22/2611

KOMBITTUHIT®
(HARMCHY BUHHA JIRAPCHKLIO 3aC00h IPLIHO 8 POCCTHULTER I HOCHL IS}
Tabdaerku 1o 8 rabaerok y 6aictepi; no 1 baictepy B nauni 3 kapronyi; no 10 mauon y
rpynosiil nauni 3 KAPTOHY
(hOPMIL BHNVUKY. 105 IRUINA, B L AKS BELHHS JIKaPCHROTe sawods

Homep peectpauifinoro noceiaenHs UA/2913/01/01 ctpok aif peectpanitinora nocsinvenns HeoOMexennit
Cepia nikapcskoro zacoby Ne ECP21006C1 KiilbKicTh RECICHOIO flikapenkoro sacoGy | 1580

BupoOnux Ereproaxcy Jlakid Cacnens Jhimiten. huus
{HAFAICH N IRUTH HADOGHHKER HKAPCHERID Sacofy, Xpaiia HaxoTHCHI)

Becsewe B Ykpaihy Torapuerso 3 odmeskenolo sianosinansnicnio "OPTAHOCIH ATA",
inent. kon: 24377666

(uatiMenysasng T2 ko 3a CIPHOY wprsuno? ocodu ado 1pi sane, is'a, no Garnkoni s
QCOBH - BLANPUEMIE, T MICHE IPOSKABANHA T PCCCTPRITHNHA novep abaikosoT €ap1KH IL1aTIKD
IO TR 0K COPIY 10 HOMED Cnop1a)

34 perynsratami IEpKABHOIO  KOHTPONIQ BCTRMOBJICHO. N0 JliKapehkHil  3acid  meeseno B Yrpainy 3

ACTPpPHMAHHA Y KHX 3aC00iB.

Muro:ta XOJOQJILTIKO

Hauanbun
{ininisens ta apismine)



|

JEPXIIIKCIIYKEA
NEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
ByJ1. Bepeanskinceka, 29, Kuis, 02098, Tex. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dis.kyiv@dis.gov.ua,https://www.dls.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
npo sKicThL BBE3¢HOro B YKpainy aikapesxroro 3acoly

04.01.2023 Ne 292/23/2611

KOMBII'PHII®

(HAMMEHYBANHSR RIKAPCLKOTQ 3aC00Y 3TiANO 3 PEECTPALINHHM NOCBITHCHHAM)
rabaeTin, no 8 TabaeTok y Gaictepi; no 1 6aicrepy y mauni 3 kapTony; no 10 nasox y
rpynoBiii mauui 3 KapTOHY

(popMa BUMYEKY, NO3YBAHNS, BUA NAKY BAHH Aikapcskoro 3acofy)
Homep pecerpauifinoro noceimuenna UA/2913/01/01 crpok nif peecpauitinoro nocaiatenHs HeoOMexeHul
Cepis nixapexoro sacofy Ne ECP22003C2 KimkicTs BBe3cHOrO Aikapchkoro sacofy 15990

BupoGenK Epeproznxen Jlaitd Cactens Jlimiten, Ingis

(nafiMenypanus aupoGuuxa Aikapeskoro 3acofy, kpaika NOXOMKSHHA)

Bseaeno 8 Yxpainy TorapacTEo 3 06Mekeno0l0 BixNOBIIAILHICTIO "OPIrAHOCIH JTAO",
inent. xon: 24377666

(uafimenysanng T2 koa 3a EJIPIIOY opnmintHol ocobu abo npizamie, in's, no Garexori disanol
0co6H - niAnpHEMIA, ii Micue HPOXkUBAKRKS TA peecTpauifinuii Homep ofnikoBOT KapTHK IATHHKA
noaatxie abo cepin TA HOMED GACNIOPT)

uxona XOJIOOEHKO

(iniuiams Ta npissriue)
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Evertogen Life Sciences Limited

KOMEIrPUN®, TaGnetiaa Me 30 cepla Ne ECP22003C2
CERTIFICATE OF ANALYSIS
CEPTMOIKAT AHAmay N 210P22100255
Product name / Hassa npoynu: | COMBIGRIP® / KOMEITPUN® |
Pharmaceutical fomn / Nlikapcska chopma: \ tablets / TaGnemw ) ' ) I
Strengthipotency f Cuna giifaktuehicin: | 500 mg {mr) /30 mg {mr)/ 10 mg {mr) / 2 mg {mr) ’ ' I

' 8 lablets In biister, 1 blisterin a pack, 10 packs in group pack
no & taineTox y Gnicrepi, no 1 Gnictepy B nauLf, ne 10 na4ox ¥ rpynoeTi naquy

j 1iablet rontalr: Paracetamol 500 myg, Caffeine 30 mg, Phenylephrine Hydrochloride 10 mg, Chlorpheniramine

Type and size of packaging / Bua i posmip yraxesm

. . . | maleate 2 mg
.A otive substances / fllosi PBHOBHHM: 1 rabinaTxa migTnTs: Mapaustamon 500 s, Kotbein 30 mr, Geninedipuny rigpoxnopug 10 mr, XnopdeHipamiHy
manear 2 mr
Manufacturer / BupoSuwk: | Evertogen Life Sciences Limited / Esepromwed fMafith CacHcua Jlimiten . ]

Plot No: §-8, 59, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcheria {M),
Mahabubnagar, Telangana, IN — 509 301, India

Address / AQPeca: | o No Ec.8, Ec9, Ec-13Mi ra Ec-14/1i TI Ec AR AR Ci, ®apwa Ec | 3¢, [pin Ingacrpian Mapx, Monenansi {Bi),
| Eanepna (Em), Maxabybnarap, Tenanrana, IH-509 301, IHaia _
Registration ceificate / PescTpauyiiine noceigqenrn: | UA2913/01401 - | Valid upto / fliiche po: l Unlimited term { HaoOMEXEHMI I
License No. / Miewain Ne: | 19/MNIAPI0MAIFIG |
BachNe/Coplahe: | ECP22003C2 Bakh siza / Poswip cepl: | 16250 pecke/ynax j
Date of manufacture f lata ewpobHuLTea: l 09/2022 ' Expiry date /Tepmi npupgaTHOCTI: l 08/2025 }
Test Acceptable criteria {at batch realize) Result
HaliMeHy BaHHRA NOKAIHKA Kpuepil npudHATHOCTI [ Ha BURYCK) PeaynbTaT

Orange or light crange colour with inclusion, scored, uncoated caplets, having imprints of
#3» and «L» on scored side.

Description / Onue TabneTxd 62 ofonoHKM, nomapakyesoro abo CETNO-NOMAPEHYEB0N RONBOPY ia Complies {Bignosinae)
BEPANNEHHAMM, JABracTal CRANLHOT tHOPMH, 3 PHCKOK, MRI0T. BIABKTKA «S» Ta «La Ha Tid
CTOPCHI, Aie pucka.

Identification / lgexmvbivavta ,

* . Retention lime of the peek Paracetamo! in the chromalogram of the test solution shauld &

Paracetamol comespond to that in the chromatogram of tha standard solution, as obtalned in the Assay,

Mapaueravon UaGyTpymayBarH A iy (A NSTANOIY Ha XpOuaTO e BWIPOCYBaHO Pod-uHy B elnee acy Complies (Bianosiaac)
YTPHMYBEHHA vy EYI24STA0MY HA XpoMTormiand POHHY MODIEHAHA B YMOBEX NDDBENEHHR TEGTY HA

i HIHIcHE BVEHEMEHHATELETAMATY.
. Retantion time of the peak Caffeine in the chromatugram of the test solution should

Cafteine correspond to that in the chromatogram of the standard solution, as cbtained in the Assay.

Kotbeik Uar: yipwaayEaHHA iRy rocbeiHy Ha XpomaTorpasd BWpOGYREHCID DOT-VHY BICE/E Y YTDMMYEaHHA Ny Complies (Bignosinae)
ﬁHymmmpﬂquimammﬂﬂmymmﬁmm

HY.

Retenticn lime of lhe peak Phanylaghrine h

pdroch Dnde‘n lhe chmmatogram oF lhs last solulion

Phanylaphrine hydrachloride / BexinedpuHy rigpoxnopua '-B:yrpmwm-lnrlqrd:erladpmy /, o PRpewEes 4 #Bnpo o pcauwﬁq‘mmslﬂ Complies (Bignceigae)

NrenE Bera-eHR e
PR uh & v Y -_) k)
\ 1Y VL
Relention tima of the pealt i w eni%mne maleale in the chromalggrar of the lest solution
should comespond Lo that i f ! h g Muhh[ oblained in the Assay.
Chlcrpheniramine maleate 7 Xnopdesdpassy manear Uac yrprwysa iy opde Yayivaes ps& 1 B{reiE Ay Complies (Bignosigae)
um; v M Ha maTpe MW i MPOBEEHHF TECTY HA
cKimdoHs BHEHE EHHA Xnonder ‘1‘/3;
Maximum on absorption ?ndard an@ s;ynpg* sglutions at wavelength
Colorant Sunset yellow / Bapstuk x0BTWR Jaxig 481 £ 3 nm AL AN 4815  nm(HM)
Mmuwmcmmmo b&gw g Bymv v 481 + 3 1M
. "‘!\.‘_“_-‘_";____"‘ i
Average weight / Cepeata maca 710 mg (ur) + 5% 7075  mg(mr}
No more than two of the individual weights should deviate by more than + 5%, and none
; ; . deviates by mors than + 10% from the average weight. : -1.83
Uniformity of weight / CoHoplaHicTL Mack He Girmslug Hik 2 TaBneTRH i3 20 MOAYTD METH BIXMNEHHA Big mpwm +2.16 %
+ 5 %, T4 o;Ha TaBreTKa He NOBMHHA MaTH BilXMNeHHA Bimswue Hik £ JF%C 2Feng
e TR
(=)

COMBIGRIP®, tablets Ne 80 batch Ne ECP22003C2

- - o Fi il

1offa2

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN T\Ib'."l.J24232TGZ{113PLC085349
Factory : Plot No: 5-8, $-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {v), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.
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Evertogen Life Sciences Limited

KOME!IPUN®, TabneTcn Ne 80 cepln Ne ECP2200302
Hardness / CTliikicT ic poanasnioeaHHa NLT 39.2 N/ He meHwe 38.2H ' 132 N({H)
Friability / CTvparicTs NMT 1.0 % / He Binbwe 1.0 % 00 %
Disintegration / Poanagarus Not more than 15 minutes / He Ginwwe 15 xe. 953  min. {x8.)
Dissolution f PogyuHenna ) :

. | Paracetamol /Napauetamon . NLT 70% (Q) at 45 minutes / He menwe 70% {Q) 3a 45 xe. @ ™M %
Caffeine ! Kothein NLT 70% {Q)) &t 45 minutes / He MeHwa 70% {Q) 3a 45 x5. 108 %
Phenylephrine hydrochloride f ®erinedipniy igpaxnopug NLT 70% {Q) at 45 m minutes. / He menwe 70% (Q} 2a 45 xe. 97 %
Chlorpheniramine maleate / Xnopesipeady manear " NLT 70% {Q) at 45 minutes / He menwe 70% (Q) 32 45 xB. 01 %
Uniformity of dosage units / OgHOPIAHICTL L03I0BEHUX OAMHHLE )

Paracetamol / Napauetamon - Acceptance value [AV] not more than 15 / ﬂpvmuaanB uMeno (AV) He Binblue 15~ 2.05
Caffeine { Kobefn Acceptance valug (AV) not mare than 15 / Mpuimanse ducno (AV} He Ginblue 15 10.29
Phenylsphrine hydrachlorida / ®eninedpuuy rigpoxnopg Acceptance value (AV) not mora than 15 / Mpuiimanene yueno (AV) He Binblue 15 ' 6.44
Chiorpheniramine maleate / Xnopdexipaiy manesr Acceptance value (AV) not more than 15 { MpuimansHe yicno (AV) He Ginstue 15 40
Related substances ! Cynposigni aomitLika

4-Aminophenol { 4-AMiHotbeHon Not more than 0.1 % / Ha Gintwe (.1 % 0.000 %

" | 4-chioroacetanilige / 4-xnopaueratinia . | Not more than 10 ppm / He 6inpwe 10 ppm ] ) ND (HB)
Any unspecified impurity / Gyab-rra Hepinoma poMituka | Not more than 0.20 % / He 6lnbiwe 0.20 % 0000 %

) Total Impurities / Cyma gomiLok . Not more than 2.5 % { He Sinbwe 2.5 % ) 0000 %

" Microbial Limit Test / MixpoSionoriyia Yuetora

Total aerobic microbial count {TAMC) /32rantHe YMeno #¥uTTe3gaTHIX 2epoBHUX Mikpeopraviamia [TAMC)

[ NMT 103 CFU/g { He Ginbwwe 103 KYO/r <10 CFUig (KYOI 1)
Total combine yeasts! moulds count {TYMC) / 3arankne uicno ApbraxoBHX Ta nnickAsuy ipuGie (TYMC)

NMT 102 CFUfg / He Bimswe 102KYO! 1 <10 CFUfg (K¥O/ 1)

Escherichla coli Should be absent per 1 g/ He aonyckaeTca HanBHicTe B 1 1 Absent (BipcyTHi)

' Assay {at release) / Kinbkicne BusHaveHHA (Ha BunyCK}
Paracetamol ! NapaueTamon 475.0 mg — 525.0 mgftab. / 475.0 mr - 525.0 mrfrabn. 4346 mg/tab.{mritab.)
« | Caffeine { Kocpeln . 28,5 mg —31.5 mgitab. / 28.5 ur - 31.5 mrfTabn . 31.1 mgftab.{m/1ab.})
Phenylephrina hydrochloride / bevinedpriy rigpoxnomg 9.5 mg —10.5 mgftab. /9.5 mr — 10.5 mrfrabn. 9.8 mghab.{mritab.}
Chiorpheniramine maleate / Xnophesipan- vanear 1.9 mg—2.1 mgitab. / 1.9 wr 2.1 mrirabn. T 19 mglab{mrira6.)
R /: P} pomaliimbnibd i lf, ,\‘\\. ’

CONCLUSION | BUICHOBOK

The tests are performed in accordance with MQC of the menufacturer that approved by MoH of Ukraine.

In the opinicn of the undersigned the sample referred to abave is of standard qualily is defined in the MQC.
| hereby cerlify that the above information is authentic and accurate. This bateh of product has been manufachufedz
site In full compliance with the GMP requirements of the local Regulatory Authority and with the specification avi
records were reviewed - found to be in compliance with GMP.

BunpoBysanus nposegesi aignosigHo a0 MKA eupobiea, Wwo saTeepaweni Hakazom MO3 Yipaiku,
3riAHO BATHOBRY HYOKHENTANVCZHOND, BHIYGEXAIaHMA 3PA30K MAE CTAHAAPTHI nokaskuk skocTl, nepenbaqeni MKAY +

Ljum 7 2aceiquyio, 10 HaBedeHa BHWE iHGOPMALR € AoCTaBPHOKG Ta TouHot. Lo cepiio npogykuil Gyno eupobng Mﬂﬁq%nm uﬂ.‘ ZkyeaHHR} T8 KOHTPONL iT AKOCT Ha
BMLLE3a3HAYEHIA BUpOBHUHIA AlnsHWUT NPOBEAEHO ¥ NoBHIRA BianoeigHocT] 2 Bumoran GMP, BCTaHOBNEHMMM MICLEBUM BERE p;w]nn .qpréﬁém Z'Taxon elgnosigno Ao cneyudikaul, wWe
MIGTUTECA B peeCTpaLiRHOMY A0CckE. [poTakony BYPAGHNUTEE, NaKyBaHHA Ta aHanisie GyNH NEpernAHyTI - BCTAHOBNEHO BiANKERHIE

at the above-menfioned
ing, packaging and analysis

[ Parson, authorizing the haich releass { Ocoba, elgroaigarsta 3a BWmyCK cep'ii' ]
[- Y-.r: -mn/o.nk p*w Moty @ # . g{ 25/ o) o2 2
N&mfnphnuum ' Positin 7 Tocaga Signatare { Nigig Date of signzture / flata nipnucarin

\ﬂ )] 2ofla2

COMBIGRIP®, tablets Ne B0 batch Ne EGP22003C2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC0O85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), ladcherla {W), Mahabubnagar, IN - 509 301, Telangana, India.



JEPXJOKCIIY)XBA
AEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KMUEBI
Bys1. Bepearakiscnka, 29, Kuis, 02098, Ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.uva,htips://www.dls.gov.ua, Kog €PTIOY 37079055

BUCHOBOK :
Npo AKICTL BBE3€HOr0 B YKpaiHy JikapchKoro 3acoGy

23.02.2023 Ne 8192/23/2611

KOMBITPHII®
(HaiiMEHYBaHHA NiKapchKoTo 3ac00y 3riIHO 3 peecTpalliHUM NOCBiAYCHHAM)
TabaerkH, no 8 rabaerox y 6amicrepi i3 ¢ponnra amoMiniesoi; mo 1 oxicrepy y mawmi 3
KapToHYy; nmo 10 navok y rpynosifi mawui 3 kaproHy
(thopma BHIIyCKY, NO3YBAHHS, BUJ NAKYBAHHA Mikapchkoro 3acoby)

Howmep peecrpaiitoro nocsimuenns UA/2913/01/01 crpox aii peectpauiimoro noceimuenns HeoOMexKeHumit
Cepia nixkapcsxoro 3acoby Ne ECP22004C1 KinekicTs BRE3eHOrO Aikapcrkoro 3acofy 15810

Brpofmmx Erepromxken Jladidh Cacncus Jlimiten, Inmis
(naliMenyBaHHA BUPOOHHEKA MIKAPCLKOTD 2acafy, KpaiHa HOXQKeHHS)

Bresero B Yxpaiiy TosapucTio 3 o6Mexenow Bignoeiganeuicrio "OPTAHOCIH JTA",
inent. won: 24377666
(nadimenysanns ta koA 3a CAPIIOY wopuamrinol ocobu afo npissume, im's, no 6arskosi dizmaHol

0cofH - nianpueMud, Ti Micue NpoxHEAHHS Ta peecTpallifHyul HoMep ofnmikosoi KapTKH MiEaTHHKR
nongTkie afo cepis Ta HOMED NacIopTa)

3a pesyNeTAaTAMH  JEPKABHOTO KOHIPORIO BCTA eHo, 10 Jikapchkuil 3aciG EBmeseHo B YEpaiHy 3

..-——._,\\ . . .
AOTPHMAHHSAM BUMOT 33KOHO, _ ‘2388 C4ERAA AKOCT] JKAPCHKAX 3aco0iB.
;_{ .H] {/‘d‘/'\. ‘ ./.- i /
=1Lm.\-m-'_u'iﬂx‘fj\ Fe © :
o \=
HagamsHuk =4 {W Mukona XOJIOAEHKO
(mocaxopa ocQBAX '

(iniianm T3 npizsxie)
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HOMGIT PHIIE, TacnoTkn M 60 ) wp

'CERTIFICATE OF ANALYSIS

‘CEPTHQIKAT AHANIZY N MCP22100360

Productname / Hazsa npogyiiTe | COMBIGRIP® / KOMBITPHIG |

Pharmaceutical fomm { Misapooka popwa: | tablels / varews _ ) |
Strengtivpotency / Cuna AifaxTHBHICTL: | 500 mg {ur}/ 30 mg {mr} / 10 mg {mr) { 2 my {ur) ]

; : 8 tablets in biister, 1 blister in a pack, 10 packs in group pack

Type &nd size of packaging / B | poasdp ynawoaie) o & rabnetox y Bnicrepi, na 1 Grictepy B navuj, no 10 Raw0K ¥ rpmoBi navlj

_ . s - | 1iabletcontain: Paracatamol 500 mg, Caﬂelne 30 rng, Phenylaphrina Hydrochlm‘lda 19 mg, Ghtorphanlramlne
S - ’ .| maleats 2 mg

Active substarices { i+l pe-onmHH. 1 yebnena wicTus: Mapausraman 500 N, Ko:bem 30 wr, Paninapury rlmmmq 10 war, Xnopcpesiipasny
. Mansar 2 M

=3

Evertogen Life Sciences Limited / Erapro/pmaH flakic: Gacucna ﬂmrren |

_ | Piot No: -8, §-9, S-13/P & S-14/P TSIC, Pherma SEZ, Green industrial Park, Polepally (v}, Jadcherls (M),
Address/ Agpsca: Mahabubnagar, Telangana, IN — 509 301, India

* | Nnor Na Ec-8, Ec-9, Ec-13Mi Ta Ec-144T1i Ti Ec A Adi Ci, ®apwa Ec | 3er, Mpi Mpactpian Mapk, Monenanni (B1),
£mapna (Em), MaxalyGuarap, Tenaurana, 1H-509 301, pja

Regisiration cerificate / Peccpaliitia noceinyanHa: | A1 30101 Valld upto { Filcha an: | Unlimited tarm / veofimeokarui
Livense No. / Tijetcsis Ne; | 19/MNAP2DI4FIG

Manufacturer / BupoGimic

Bahie/CepinNe: | ECPZAODACT | Buakh 5z / Poswip copil: | 16250 podkalyiak,

T T DB Of ANUCHITe / AT THOBHATER | 102 [ Expiry date | TepMA cpRRETHOCT: | 112025 - -
Test Acceptable criterfa (at batch realize) _ Rasuit
HameRYBAHHA NOKAIHMIA Kpwrepll npuimamhocti ( Ha auyck) PagynsTar

Crange or light prange colour with inclusion, scored, uncoated caplets, having imprints of

«5» and <L on seorad sids. .

Deseription £ Qnue TaBnem bey 0BonoHEN, NOMBPaHWEBaND alio CEITAG-NOMAD3HHEBND KONLOpY i3 Complies {Binnosiage)

BIIANNEHHANY, AOATACTC DBANKHGT OPMI, 3 PACKDHD, MAOTH BiAGUTIH S Ta Ly Ha Tik .
CTOROH, A8 DY, :

Hentification  lgewwdpanla

Refention time of the peak Paracetamol in the chromatogram of the test solution should
comespond o thal In the chromalogram of the standard solution, as obiained in the Assay.

ﬁmémn UCyTEVM)BEH#17iky TEDELETEMOY H ECMETIXDEM B TOGYBE-CT0 D034y ATTIOERE ECy Comphes (Bianosinac)
YTPINEcH €6 iy T A NI 4 T 4B R S T Ty
R B RATIDAETVTY.

Retanbion fima of the paak Caffeine in the chromatogram of the test solution should

Caffeine . comespond fo that in the chromatogram of the slandand solution, as obtained in the Assay. | .

Kotpe UacyTpiyBa A MOty A Xpowaroren BYIOG/a0M0 poiny BRTOBARCUECr YIpaweaAry | Complies (Bignoeinae)
= WWWWW PONTTTPCME DO-AHY NODEHRHHA B YWOEGK ITR0SSNEHHR TECTY HE WHIR m&lﬂh i

Premyleohring hydrochlodde | derinediprHy Hppoinopsg,

rHgUY

Chicrpheniramine maleaie { Xnopcheripawiy aesar A= Momplies (Bianosigac)
=4

TG E MR EEBHR MENESTYY ¥ /
Maximum on absormption spectrums of slandard and sa F

Coloeant Sunset yellow { Bapprvk XosTWi Jaxiq 481 £ 3 nen 4810  nim {nm)
Maoaym aGoopGull CrasapTHOM Ta evrpoBoEyBaHOrD po3 v kag

Average weight / CapeaHA Maca 710 mg (wr) + 5% 7094  mgimn
Mo mars than bwo of the individual weights should deviale by more than + 5%, and none 53 )

o ; doviakes by mom than + 10% kom the average weight. -
Uniformity of weight / OaHoplaHicTs Mack He Sinewea Hby 2 Ta8n8THM i3 20 MOXyTe MaTH BigxunetHA Bl cepeHbol Mack Blrbiue Hix +145 %

+ 5%, Ta W0AHA TAGNETKA HE NOBKHHA MATW BIXMNEHHA Ginatue Kk + 10 Y%.

COMBIGRIP®, 1ablets Ne BO balch Ne ECP22004C1 102

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLCOS5349
Factory : Plot No: 5-8, 5-9, $-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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HOMEITPHNE, TeBnersm e 80 Tepit
Handness | CTiRkcTL 0 PoRGaBnioeaisin | MUT392 N/ He uee 38.2H 1404 " N(H)
Frigbility / CwpadleTs NMT 1.0 %/ He Ginble 1.0 % 06 %
Disintegration | Poanaga-a Not more than 15 minutes / He Ginbwue 15 XBHIAH 415 min. {xa.)
Dlssolution [ PeambeHHR
Paraceiamol f Mapayeraman NLT 702 () at 45 minutas / He MeHe 70% {Q) sa 45 %8. 97 %
Caffene { Kodem & NLT 70%{Q) at 45 minutes / Fa wewe T0%{Q) 2a 45 ¥p. 102 %
Phemylephrine hydcochicride / denlnechpiy rApoxRopAl NLT 70% (Q) 2t 45 mminutes. / He Mewue 70% (Q) 2245 %8. % %
Chiorphenrarine mafeals | XicpdaHpbyvarex NLT 70% (G3) at 45 minutes ! He werue 70%(C) 32 45 18, 10 %
Unitormity of dasage wits { OAHOPIAHCTS A50082H4X OIS - : - ;
| Paracetamol f Mapaugmamon . Acceptance value (AV) not mere than 15 { NpwimansHe yucno (AV) He Gl 15 379
Caffeine / Kodpeln v heceptarice vatue (AV) ot more than 15/ Mpwhiansse wacno (AV) we Bnowe 15 332
Phenykephring hydroctlorkda | SenlnecipiHy Hrpnopha Acceplance vaue (AV) not mare than 15 / Tipviimanshe wicng (AY) ve Girewe 15 383
CNorphenicaming malsale f Xmpderipnbyvans Acceptance value {AV) notmoce than 15 Mpniuanske weno (AV) ne flnewe 15 42
Relatad substances / Cynposigri aouiums
4-Aminophenal / 4-AmiHotheson Not mare then 0.1 %/ He Ginswe 0.1 % iy ¥
4-chloroacetaniide / 3-xnopaugvakinin Not more than 10 ppm / He Glnouse 10 ppm - NOTHE}
— Any. unspecified lmpurity J By - Heglgowa gowiwka | Notmore than 0.20 %/ He Ginuwe 0.20 % B %
Totsl impurites / Cyuia AoMiLOK ’ Not more than 2.5 % /He Sinawe 2.5 % o %
Microbial Limit Test / MpoSionoria -weToTa
Total acfobic miceoblal count (TAMC) /3aranshe SHAN0 MHTTELIATHIX aapoBvx MipoopraHimia (TAMC)
[ WM 107 CF Ul He Bimuse 107 KYOIr <10 CFUIp (VOV}
Total combine yeasts/ moulds count {TYMC) / 3aransHe 4HEnD ApbRpHoenx T nricHRen rpwbie (TYMC)
NMT 102 CFU{g  He Ginuiwe 102KY0I T <40  CFUig {(KyOIt)
Escherichia coli Should be absent per 19/ He AomyckatTeCA vasaHicTe 8 17 Absent (Bigcym}
Assay (al release) / Kinbriche BUSHEEHHR {Ha Banycx)
Paracetamol / Mapauygtamon 475,0 mg —525.0 meltab. £ 475.0 wr - 525.0 wrfratn. 4900 mgab.{mirab.)
Caffeine / Kotein 28.5 mg - 31.5 mgfab. ] 28,5 wr - 31.5 uriTabn 296 mghab.furiTab)
Phenylephring inydrochcrid J @ekinedipiiey dapaopul 9.5 mg - 10.5 mgftab_/ 9.5 wr- 10.5 mrfratn. 102 mgiab{mrTab.}
Chiorpheniraming maleate / Xicpaipawy weeas 1.9 mg - 2.1 mg/tab. 1.8 ur 2.1 wrfrbn. 2.0 mgitab {uetab.)
CONCLLISIEJN } BICHOBOK . .

The lesis ar parformdn sccordance wih MCC of e menufacturer that approved by MoH o3, ,, o, S
In fhe oginion of the undersigned the sample referred (o above is of standard qualiity is defip 0 p,

| hareboy cesiiy that the 2bove Inbrmation is authealic nd accurats, This batch of prodyFEias e mnurauﬁr?ﬁ:%

sile in full cortrpkance wilh the GWP requicements of the local Rsgulatory Authority andf & specifcalioh Hlallabla Keeg

records wre Feviewed - found bo be in comnliance wilh GMP. TOKYMEHT 1B \\Q'\
# % : TR

BunpoGyeain npaseeH! EinnoaiaHo 40 MKF BupolHAKS, U0 JATBRRREH! HaKaOCH i Yipal. \=
310 EMCHOBKY WIRNSTATIACIHOY, BAULIEKA3EH JPEIOK MEE CTaHATH NOKAL S Dol

uIBPETTIRHYT - BRTAHOBNEHD B i GMP.
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ackagingflabeling and quality control at the above-menlioned
ion dossier, The balch processing, packaging and analysis
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Name / Npizenulp Pasition / Signature § Mg Dale of sgnatre / [lata Mpucasn
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Office : GV Ch. o
Factory ; Plot N ambers, 7-2-C8 & C8/2, |.£., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232T62013PLC085349
H [14 S'a, -3, 5- 2 G J 11 5
ry §-9, §-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (), Jadcherla {M], Mahabubnagar, IN - 50 301. Telangana, Indi
*: 2 ), 1a.
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