ROMBUFPHIT AEKCA®, mlaerin Ne 80 cepin No ECOHM RS

CERTIFICATE OF ANALYEIS
CEPTHDIKAT AHAJZY

" HiontaNig e i !
| Srritae s 21CP20I06238 ;
CooTidinrr My : e}
| ¥Froduci name: COMBIGRIP DEXA®
Inzoa 2peaviain KOMBITPHI JEKCA® .
I maceutiost forme tablets
L CKEA (OpKIA; Tafiseriu
{ <aagthipatency: S00mg /30 mg/10mg/ 2mg/ t0mg . . !
| Turs pifacrunticrn: 500 Mr /30 M/ 10 M/ 2 e/ 10 M
Pope and size of packaging: 8 taplets in biister, | blister in a cardboard pack, 10 caraboard packs in group pack
! 06§ Q9L YIAKOBII no 8 Tabnerox y Gnicrepi, ne 1 Gaicrepy 3 navui, po 10 nauck.y rpyneaiil sauui R
! | tablet contan: Paracetamel 500 1ag, Caffeine 30 mg, Phenylephiine Hydrochleride 10 mg, Chicrpheniramine malon t
U Aciive substanoes: 2 mg, Dextromethorphan hydiobiwnide 10 neg i
f owi penomuni: ! raGrerxa sicruta: [apauetason 500 wr, Koderu 30 wr, Qeninedpuuy rizpoxaopng 10 mr, Xropfenipavany '
. : manear 2 mr, Jexcrpomercodaiy ringoGpomin 10 por o __i
KManufactarer: Bvertogen Life Sciences Limited i
BupoGue: Epepromien Jlaiid Caencus Jlimiten
Plot No: 5-8, 5-9, S-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcheria (M),
Address: Muhabubnagar, Telangana, IN - 509 361, India
Ajapeca: ot Ne -8, Ec-9, Ec-13/11i ta Ec-14/11t Ti Ee Aft At Ci, ®apna Ec 1 3eT, T'is hinacrpian TMapx, Nosenanni (Bi),
Cauuepaa (En), MaxaOyBuarap, Tesanrana, 1H-509 301, funin
!fegistra:i_tzu cex'titk:nt(": UAR068/01/0] V:s'l“id upto: | Unlimited lx:nz]
Peeerpastifiie nocpinuenuns: Hiiicne po: | Heofimenennit
pacense Ro. 19/MN/AP/2014/R/G
Jisenzin No;
Beteh Ne Date of manufacture Expiry dafe Bateh size {piwics)
Cepin Ne Hara pupofunrss Tepstiu ppuparuocri Poxip cepil (v} |
ECD20001B1 0972020 0972023 16 250 %
Name index Acceptable limits (by MQC) Result
Halimenysauus gorainka Honyerumi mexd (3a VK Petyasrar
Green coloured with inclusions, scored, uncoated oval tablets having
Description / Onuce mprints of}«&m fmd «L on s?ored side. . Complies/Binnaninare
Talnetxis fe3 0BOACHEN. 3ENEHOTO KONLOPY 13 BXDARACHHIMIY, OBANBHOT
thopa, 3 prekeio, saors siaGiiks «S» 1a «Loy na 1T croposi, se pucxa.
Identification / Inewrnirauin
The retention time of the peak of puracetamol in the chromatogram of the
test solution shouid correspond to that in chromatogram the standard
Paracetamol solution, as obtained in the Assay, c e o
{lapaieramon Yac VIPHMYRAHIA DKy NBPALETAMOITY HA XpOMATOTpaM] B;m;xxxmymmm oy smphesBimeninac
BINOBUYIC TACY YIDIMYBAHHN iKY NAPAUETAMORY HA XPOMATOTERNE PORIHy
HODIBHAHEHS B YMOBAX ITPOBENCHHA TECTY 1A KLTKKICHE BIHOMEHHA NAPOUCTANONY.
The retention time of the peak of cafleine in the chromatogram of the test
solution should correspond to that i chromatogram the standard solution,
Caffeine as obtained in the Assay e e .
Koeiun Hae yrpintysania sty xobcity Ha NpOMATOrpanti BHNpOGOBYBEHOTO POsHIHY Complies/Binonizae
BIVIOBIANE HACY YTPHMYRAHHS THKY KO(ETHY HA XDOMATOTDaMI POy NOPIBHAHHS B
YMOBAX TIPOBEAEHHS TECTY HA KUBKICHE BINHANEHES Kodeiny.
Theretention time of te peak-of phenvlephnine hydrochloride i the
chromatogram of the test solution should correspond to that in
Phenylephrine hydrochloride E]hmxrnalog’ram ihg standard soiulliqn, d& obtained in 1hf¢ Assay. . . .
Deninedpimy rizpoxaopin AC YTPHMYRAHYS 1KY ll)eHUl‘E‘(Il{}UlH} TVIPOTOPIITY HA XPOMATOrPeN C nﬁ;gwmonl,n:xe
mmwﬁos)eanompormmy BIAIOBUIAE HaCy YIPUMYBAHHS TiKy (eHinedpiy W m N
TUIPOXTIOPHY HA XPOMATOpaM] posHy TOPIBHAAHSA B YMOBAX NPOBEICHHS TECTY Ha A $\\\ Pf/,’r/
Kigmkicie ninsatenns desizedpy riapoxnoprmy. JA K 5\
The retention time of the peak of Chiorpheniramine maleate in the 77 g 2 w
chromatogram of the test solution should comrespord to that in ] : 7/]/1 \
Chilorpheniraming maleate chiromatogram the standard solution, as obtained in the Assay. §f :: /?’,@6' V2
Xnopeniposiny saear Uag yrpinysais aiky xnopdeaipanitry Maeaty 1ta Xposmrorpami sinpoGomysa I;‘;ll; ,}‘ yfl N f
POsuiHY BIAHOBILAE MACY YTPUMYBAHHS iky XI0peHipaMiHY MAnEaTy Ha 2 Biy =~ [
XPOMEIOTPAMI PO3:NIHY NOPIBHAHHY B YMOBAX NDOBSIEHHS TECTY HAKINLiCHE 2

COMBIGRIP DEXA®, tablets N 80 : batch Ne ECD2000181

J%. Qo /\/L//{('// (04* /?ZJAQAO’&/} Ll

Office : GV Chambers, 7-2-C8 & €8/2, L.E. Sdnathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, EIN No. U24232TG2013PLCOB5349
Factory : Plot No: $-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.




KOMBITPHIT AEKCA®, Tabnericn Ne 80

“cepin Ne ECD20001B1

BIBEAMCHHA XIRDDeHIRM Y MANCATY,
The retention time of the peak of Dextumethorphan hydrobomide in the
chromatogram of the test solution should correspond to that in
. chromatogram the standard solution, as obtained in the Assay.
Dextromethorphian hyilmbmn@ Yacyrpumynanna niky rescrposeroptany rinpoSponiny na XPOMREIOU DM Complies/Binnosinac
Hexcrposeropdany rinpoGposin BENPOGYBAOTO POTHIY BUYIOBIIAE HACY YIpsMyBarHs niky IeKCTposETophany
FEpOGPOMILY Ha XPOMATOIPAN POSMIHY NCPIBHANHS B YMOBAX POBEAEHNA TECTY HA
KinBKiCHE BIHINEH IS dexepoveTopdany TIpOCPoMiAY.
The absorption spectrum of the test solution corresponds to the absorption
Tafx(aZIxxe/T apipasis . s?ecmup of standard suhmo.n. o Complies/Bianonifae
Brilliant blue/liananronuii Gaaxuthaii CRexTp HOCAHHAHAN BUNPOCOBYRAHOLD POTHIHY BEOBIRE COEKINY ROINHHAHHA
PO3UIHY HOPIBYAHHE,
' . . 665.0 mg —735.0 mg mg
Average weight/Cepent aaca Biz 665.0 mr a0 735.0 ar 70L8 L
Not more than two of the individual weights should deviate by miore than &
5% and none deviates of more than + 10% from the average weight.
. . " o X s . . ) . +{.85
Uniformity of weight/Opttopignicts ssacs He Ginbie uix 2 tabnerks i3 20 MOOKYTD MATH BIAXUJICHHSN BUL CEPERHEOT 079 %
sacy Ginpine 1is £ 5 %, 12 oana TaSAETKA HE TIORUNHA MATH BIAXWICHAN :
Ginsine ux = [0 %,
A Not less than 392 N N
8 Y 6.t e .
Hardness/CrifixicTh g0 pospasmosanus He mere 39.2 H 1288 "
ot T e e e Not more than L0 % N
Friability/Crapanicrn He Gimsie 1.0 Y 0.1 a
. Not more than 15 min, L min,
i rati 3 ; - &5
Disintegration/Posnananngy He Ginvite 15 X8, 6.55 ‘B,
Dissolution/Pozunnenun
Paracetamol NLT 70% (Q) at 45 minutes 915 %
[TapaueTamon He menne 70% (Q) 32 45 x8. “ °
Cafteine NLT 70% (Q) at 45 minutes 97.00 %
Kodein He menme 70% (Q) 3u 45 xp. ol °
Phenylephrine hydrochloride NLT 70% (0) at 45 minutes 9303 %
DenineGpuny rianoxIepus He menue 70% (Q) 3a 45 xa. : b
Chlorpheniramine maleate NLT 70% (Q) at 45 minutes 2460 %
Xnopdeuipaadny mancar He senme 70% {Q13a 45 xs, e °
Dextromethophan hydrobromide NLT 70% () at 30 minutes 10014 %
Jlexcrpoveropdany rinpolposia He meue 70% (Q) 3a 30 x5 i i
Uniformity of dosage units/Ojaopianicrs 20308a1UX ORI
Taracetamol Acceptance value {AV) not more than 15 132
Iapaueranon puitvansie aicno (AV) ne Ginswe 13 :
Caffeine Acceptance value {AY) not more than 15 543
Kothein Mpuiisansye wicno (AV) He Binswe 15 e
Phenylephrine hydrochloride Acceptance value (AV) not more than 15 141
Geninedpiy rixpoxaopsa 1 Ipuitmansie qncno (AV) se Oinswe 15 )
Chlorpheniramine maleate Acceptance value (AV) not more than 15 402
Xnopenipapisy Mauiear Mpuitvansue uncao (AV) e S 15 .
Déxtrontethorphan hyrobromida Acceptance value (AV) not more than 15 377
Hexcrposeropdiany rinpotpoin Tpuiivannte wneao (AV) sie Ginpwe 15 - -
Related substances/Cynposiani noaimxs
4-Aminophenol NMT 0.1%
4-Aminogenon He 6instie 0,1% o080 %
4-chloroacetanilide NMT 18 ppm
4-xaopaueraninin He Ginswe 10 ppm
Any unspecified impurity NMT 0.20%
Byne-ska Herinoma nomika He Binsuse 0.20%
Total impurities NMT 2.8%
Cywma gomimior He Binsuie 2.5%
Microbial Limit Test/MixpoGionoriuna wwcrora

COMBIGRIP DEXA®, tablets Ne 80
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Ofﬂtie,:_ GV, Ghambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. 024232T62013PLC085359_

Factory 5‘b|.e3i No: 5-8, 5-0, $-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Tefangana, india.

v e ‘




ices Limited

KOMBIIPHIT JEKCA®, Tabaerkn Ne 80 cepin No ECD20001B1

Total aerobic microbial count (TAMC)

) . i NMT 1000 CFU/g <10 CFUg
3f§ram.ue HHONO SKUTTE3RATHHX aepoliHnx He Ginvwe 1000 KYO/ ¢ YO/ T
mikpooprasizmis {TAMC)

';‘mal combine ycasfs/ moulds count ({TYMC) NMT 100 CFU/g 8 CFU/g
ArAALHE YHCHO APDKLKOBIX Ta AAICHABIX Je 6i 160 KYO/ orr
rpubis (TYMC) Hle inbue "

E. coli . Should be absent per 1 gm

) Absent/Bincy i
He ponyciacrnes pasaricts 8 1 1

Assay / Kimpxicne pimnavenus

Paracetamol / [Tapaneranosn

NLT 475.0 mg and NMT 525.0 mg/tab.
He menme 475.0 mr i ye Binpuwe 525.0 sr/rabn. 1982 my/iabl.
NLT 4500 mg and NM'T 550.0 mg/tab. T mrfraba.

He menme 450.0 Mr i e Ginniue SS0.0 mr/rabn,

At release / Ha punyex

At shelflife / Ha repsmin npuaariocri

Caffeine / Kodein

NLT 28.5 mg and NMT 315 mg/tab.

At release / Ha punycre He merme 28.5 mr i ue Sinsuie 315 nr mg/tabl.

e 1% . " NLT 27.0 mg and NMT 33.0 mg/tab. srfvada,
At shelftife / Ha Teprabs upuaaTHOCTE He arennie 27.0 mir i we Ginsine 33.0 Mr/vada.
Phenylephirine Hydrochloride /Gexinedpusty riaposnopia
. . NLT 9.5 mg and NM1 10.5 mg/tab.
At releqse./ Ha pyycic He meme 9.5 ;1 i ne Giysme 10.5 mrfraln. 9y mgitabl.
: : . NLT 9.0 mg and NMT 116 mg/ab 7 mrfradn
Atshelflife / Ha repuin npuaarnocti He senme %.0 MT1HE 6i:lmuc% 1.0 mrfrafin.
Chlorpheniramine maleate / Xnopdenipamitny manear
., " NLT 1.9 mg and NMT 2.1 mg/tabl.
Atrelease / Ha mmycie He amene 1,9 wr i se Gintnwe 2,1 nrfrala, Lo mg/tabl,
. g NLT 1.8 mg and NMT 2.2 mg/tabi. " mr/vabn
Atshelflife / Ha repiu npuaariocri He menwe %.8 Mr i He Ginbmg 2.2 mrirala.
Dextromethorphan hydrobromide /Bocipseopdasy rimobposin
e § § R NLT 9.5 mg and NMT 10.5 mg/tah.
At release/ Ha mniyex [Te monwe 9.8 sir i we Ginswe 10.3 prirabn. ng/tabl,

9.8 A
NLT 9.0 mg and NMT 11.0 mgftab. srfrada,
He menwe 9.0 Mr i ne Giasie 110 air/tadn.

At shelhife/ Ha repatin npitamiocri

CONCLUSION / BHCHOBOK
The tests implemented in accordance with MQC the manufacturer that approved by MoH of Uliraine.
In the opinion of the undersigned the sample veferred to above is of standard quality is defined in the MQC.
1 hereby certify that the above information is authentic and accurate. This bateh of product has been mannfactured, jucluding packaging/labeling and

yuality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Aunthority and with the specifieation
available in registration dossier.

The batch processing, packaging and snalysis records were reviewed - found to be in compliance with GMP,

BunpoGynanns npopeneni sinnosizno jo MK oupeGinxa sarpepprencd MO Vipaiun.

3rin0 BUCHOBKY RIGRILNIAINICARONO, BIMMEBRATANNIT IPATOK MAE CTARARDTHI NORABINKI AKOC ti, nepepGameni M.

Lhtst s 3achimuyro, wo wasegens sume indopmanin ¢ Accrosiprois Ta roungio. 1o cepile npoaykuil Sysmo  supofineno . (sriyguaoHn
NAKYBAMHA/MAPKYRANNA) TA KONTPOJL W axocri ua sumednssavesili supobmiaili gisvwuui nposepens y nopuiil singosiauoeri 3 sasoran GMP,
ACTAHOBACHIA MICLEBIHA PEry/UITOPIIN OPTANOM, A TAK0AC Bignosinuo Ao cucpdinanil, uio micTaToen u peccrpauiiinony aocse.

~TIpoToxoan-pupofuunTea, NAKYBANNIL T Anaaizin Gyan peperaunyri - peranoniaeno sinnosinicys GMP,
Name o .
Npiswiue (. N fapvais JRao
Position of person authorizing the hatch release v
Tlocaaa ocobis, fica BIAAAA R0IBIA HA BUNYCK cepif A

Signature of person authorizing the batch relense
HMignue ocofn, AKa BEAAAA RO3BEA Ha BIAYCK cepil

Date of signature
JlaTa migmucanun

COMBIGRIP DEXA®; tablets Ne 80 batch Ne ECD20001B1

¥ -
. +

Oﬁlcg‘:'ﬁv Chavﬁbe'rs, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U242327G2013PLCOB5349 -
Factory : Plot No»5-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, india.
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JEPHINKCITYXXBA
JEPXXABHA CIYKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMCBI

Byi1. Bepesnsixincska, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kox €IPIIOY 37079055

BHUCHOBOK
Ipo AKICTH BBE3CHOro B YKpaiHy JiKapcbKoro 3acoly
10.12.2020 Ne 68528/20/2611
KOMBITPHII JEKCA®

(nalMernyBanHs NXapCRROTO 3ac00y 3riaHo 3 pecerpatiliuuM nOCBiTMEHAM)
Tabaerku,no 8 Tabaerok y Gaicrepi 3 doanrn ainominienof; mo 1 uaicrepy y mauni 3 kaprouy;
no 10 navok y rpyvnosiii pauui 3 KapTony
(qxopwa BRIYCKY, AO3YBaHHL, BIA NAKYBAHUA J!iKapK}bKOI‘ Lt 3&006}’)

Homep peecrpauiiinoro nocsigvenus UA/2068/01/01 crpox aif peectpauifinoro noceiauenns HeoOMexeHnlt

Cepia aixapcskoro sacofy Ne ECD20001B1 Kinexicts Besenoro sikapcskoro sacoby 6750
Bupofuk Epepromxen Jlaitdg Caencus Jlimiten, Inais
(nalisenysanus gupobuuka nixapeskory 3acoby, Kpaina NOXOIKEHHR)
Breseno B Yxpainy Tosapucrso 3 obmexenoro signosinaanuicrio "OPTAHOCIH JTA",
inent. kon: 24377666

(naitvenyBanns 18 Koy 3a CAPUIOY ropramynol ocobu ado npizsume, iv's, o Sarnroni dizwusol
ocolu - nignpuenim, T Micne npoxapauis 1a peectpanitiauit voMep o0niKOBOT KAPTRH NAATHHRA
nozaTkis aGo cepis T4 HOMSD NIACTIOPTA)

[Iporoxon sisyansuoro kosrpoawo sin 16.11.2020 N 3630/1.

3a pesyapTaraMu JAePKEBHOTO KOHTPOJIO BCTAHOBACHO, W10 Jikapchkuii 3aci6 smeseno B VYipaiwy 3
JOTPHMAHHAM BAMOT 3aKOHOAABCTBA WONO 3a0e31CUEHHS AKOCT] AiKapChKNX 3ac06iB.

Hauamsuuk

{socazgia 0co6a opray JEpPKaBHOIO KOHTPOIO) {nizmme)

oM S

P,




JEPXUIIKCIIYXXBA
AEPKABHA CIHYXBA 3 JIIKAPCBKHX 3ACOFEIB
TA KOHTPOJHO 3A HAPKOTUKAMHA y m. KHEBI

Byn. bepesnakiscbka, 29, Kuig, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dis kyiv@dls.gov.ua,https://fwww.dls.gov.ua, Koa € IPTIOY 37079055

BHUCHOBOK
npo AkicTL BBe3eHoro B Y KpaiHy aikapcenkoro 3acoly
19.08.2022 Ne 33092/22/26
KOMBITPHUII JEKCA®

{HaMenyBaHlR NiKApCbkOry 3acofy 3rifHO 3 PLCCTPELITIKM NOCBIAMCHHAM)
TabaeTkn no 8 TabaeTok y 64icTepi 3 doasrn amwominicsol; mo 1 6aicrepy y na«uui 3
kaprony; no 10 nagox y rpynoBiii na4uui 3 KaproHy
(¢opma BURYCKY, A03YBAHHA, BHI [TAKYBAHHA NiKapChkoro aacoby)

Homep peecrpauiiinore nocsigaenns UA/2068/01/01 crpox nif peectpauifinoro nocsinuenns HEOOMEXKEHHH
Cepis nixapcekoro sacody Ne ECD22002B1 KinwkicTs srezenoro nikapceroro sacoby 14130

BrpobBHuk Esepromxen Jlaid Cacnens Jlimires, Inais
(ualseHysaHus BHpoOKHKa Nikapcskoro 3acoly, KPalHa NoXoWKeHHA)

Bacaeno 8 Vxpainy TosapucTio 3 obMexenoo sianosiganasuicrio "OPTAHOCIH
JITA", inent. xon: 24377666
{nafsMcHy Bankg Ta ol 3a €APTIOY opHanunoi ocobu abo npizeaule, im's, no Satukasi
thinnunol ocobu - nianpreMug, 7T Micue 11POKHBAKHA Ta PECCTPALIRENH HOMEp 0Grix0BOY
KApTKH NAaTHKKE 1104aTKiB 260 cepia Ta IIOMEp NACACPTR)

JlaGopatopuri ananis akocTi Aikapcekoro 3acoly 3ailicHeHHit:

Hepaxasna HayxoBo-gociLana jabopaTopia 3 KOHTPOJIO SIKOCTI JikapchbkuX 3acobis JepxaBHOI
yCTaHOBH "[HCTHTYT rpomanchbkoro 3nopos’s iM. O.M. Mapaeesa HAMH Yxpainu" (M.Kuis,

~eyn.llonyapenka 50)

{(nufimeHyBaENS Ta MiCUe3HaXokenny nadopatopii. woe nposesa naSopaTopiinii alalisz sakocri}

BHCHOBOK WOHO AKOCT Nikapcekoro sacoly, Buaanuil naboparopieto ain 18.08.2022 Ne 1335
Pe3ynbTatTH NaGopaToOpHOTo anaisy AKOCTi Nikapcekoro 3acoby 3a neperipenyMy mokaiHdkami BiANOBIAAOTE
BHMOraM METO/1iB KOHTPONK) AKQCTi (aHANITHYHO-HOPMATHEIIDE AOKyMERTaLLT).

3a pelynwTATAMH ICPHABHOTO KOHTPONO BCTAHOBEHO, WO Jikapcexuid 3acib seezeno B Yxpaiwy 3

JOTPHMAHHAM KOHO[ABCTBA IOAOC 3a0e3neueHHA AKOCTi Jlikapchkux 3acofis.

i

Mukona XOJIOAEHKO

(nianuc) {(iHiniany Ta npizanwe)




© Evertogen

Evertogen Life Sciences Limited

KOMEIrPUN QEKCA®, Tabnetkn Nz 50

Product name f Haaea npoay kyii:

Pharmaceutical form { Nikapceka dropma:

Slrength/potency { Cuna Ail/aKTHBHICTL:

Type and size of packaging / Bug i posmip ynakoska,

Aclive subslances / Hikwi peuosmuHu:

Manufacturer { Bupobrux;

Addrass [ Appeca:

Registration cerfificate / Peectpauifine nocaiguenHa;
License Mo. / Jliygwaia Ne.
Balch Mo { Cepin Ne:

Date of manufacture { flata supoﬁuumsa:

Test
_ Halimenysanua nakagnuxa

CERTIFICATE OF ANALYSIS
CEPTHQIKAT AHANIY

cepia N2 ECD2200281

Ne 21CP22100069

: COMB!GRIP DEXA® | KOMBIFPUN AEKCA®

tabiels f tabnetkn

500 mag {sr) / 30 mg (mr} 110 mg (war} / 2 mg (mr} { 10 mg {mr)

§ tablels in blister, 1 blister in a cardboard pack, 10

cardboard packs in group pack N

no 8 rabnetak ¥ Bnictepi, no 1 Bnictepy B nakyi, no 10 nayox ¥ rpynosii navyi

i 1 fablet contain; Paracetamol 500 mg, Cafleine 30 mg, Phenylephrine Hydrochloride 10 mg, Chlorphenlramme

malzate 2 mg, Dextromethorphan hydrobromide 10

1 vabneTea MicTuTb: Mapauetamon 500 mr, Kodein 30 mr, ®exinedpuny rigpoxnopus 10 mr, Xnopberipamuy
Maneat 2 mr, flexctpomeropibany rinpoGpomia 10 mar

mg

Everiogen Life Sciences Limited | Eseprogwen Nandy CacHows Rimiten

Plot No: 5-8, 59, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Indusiiiat Park, Polepally {V), Jadcherla (M),
. Mahabubnagar, Telangana, IN - 509 301, India
Mnor Ne Ec-8, Ec-9, Ec-13Mi ra Ec-14/M7i Ti Ec An Aa Ci, ®apsa E¢ | Jer, Tpix IHpactpian Napk, Nonenanni (Bi),

€avepna (Em), MaxalyGuarap, Tenarrana, IH-509

301, Iugin

UA/2068/01/01

Valid upto / Biliche ag: | UI'Illl'nllE'.‘d term!ueoﬁmemeuuu

|
|
i Description { Onue

 Identifi catlon ! IquTudJmaula

Green coloured wilh inclusions, scared, uncoated oval tablets having imprints of «S» and E

«L» On scored side,

TabneTkw Gea obonoHLM. 3eNeHO0 KONBOPY i3 BKPANEHHAMY, OBANBHOI Hiopmk. 3

DHCKDHO, MA0Th BigOUTHM «S» Ta <Ly Ha Till CTOpOKI, ne prcea.

19MNIAPF2014/FIG
© EcD20081 | Balch size / Powwip cepii 16250 packs/ynak. )
| 02/2022 | Expiry date / Tepmin npugarHocTi. | 0212025 o
! Acceptable criteria {at baich realize) Result
| Kputepil npuRHATHOCTI { HA BrnyCK) _ Pesymertar
|

Complies/Bignosigac

" Paracetamal / Napayeiamon

Calleine { Kodein

! YacympemayEaHA Ky kocheHy KA XpoMaTDIman BPOSCBYEAHOR PO BINDRITAS 3y YTDAMYBEH- Ny

The retention time of the peak of paracetamal in the chromatogram of the lesl solution should

correspond lo lhat in chromalogram the standard soluth

a yTRVREHHR iy MENGIETAMATY Ha XPOMITONDaME BrpOGOaYBaHON DOy BLARCELIE By

fon, 84 obtained in the Assay.

YTPY/R2HA Ty EDALETNONY HO XOMETOIZMA POCHY MOPEHGHA B YMOBZX MDCOSAGHA TECTY H3

The retention fime of the peak oI caffeing in the chiomatogram of the test solution should

comrespond Lo lhal in chromatogram the standard solut

on. a5 obtained in (he Assay.

| RODEHY HAPOMSTONN POS-VHY NOPRHAHHA B YMUBAK FOBEIEHHR TECTY 42 KTEHIGHR BVGHAHeHHR K DaiHy.

G wwtens  ohdpendonimaeds e wesian

| . .
' Phenytephring hydrochloride | GeninedprHy riaposnopha

The retention lime of the peak of phenylephrine hydrochioride in the chromatogram of the tesl
solution should correspond 1o thal in chromatogram Ihe standard sofution. as obtained in the

Assay.

HaC YTpvESHHA MRy eHinedrvy RAPOXNOMAY H3 XPOMETONaM BT DCCOBYBAHM PO34HY BIVOEASE

A0y YTPiYBHH iy cherinadpHy rIpaXNOpTy Ha SpOMBTOIRaN POd-Vy NIDISHAH#HA 9 YM0BEX
MPOBEARHHA TECTY H HNEHCHE B{HaHeHHA chetinadpiHy apcxnopvdy. o

Complies (Bianosinae)

Complies {Bignosinac)

Complies (Binnosigae}

: Chlorpheniraming maleate / Xnopderipanaymanear

. The retention lime of lhe peak of Chiorpheniramine maleate in the chromatogram of the test

solulion should correspond ta that in chromalogram the slandard solution, as obtainad in the

Assay.

U YTOHAYEEHHA iy KnCPO0aKHy MATTY L XPOVETOTANM BTTIOEORYBCHOR PV Hy B IDBE ey

| YTORMYERHHA Mk xEpchepaniHy MANCTY HA YPOMGTONDEN POJ-VHY NIOIEHAHHA B YMOBEX FCBENEHHA TECTY
- HOHEAOHE BV HAXTOpXDEHIpaN Y MNEETY.

| The retention Gime of lhe peak of Dextomethorphan hydrmmide in the chromalagram of thetest
» solulion should correspond to that in chromatogram the standard solulion. as obtained in the

Assay.

HaG Y THMYBEHH iy AEXCTROMETOPCHAH RIPOBRORTY Ha XpCMETOaM BDaliyRaHom poo-vHy Bmeinac

Y YYIRYBAH Ty LECTPOVETCRCIaHY (IpOTPONiLTY Ha XPOMETOaN DOTYHY NORIEMAHHA B YHOBAX
© (POBANEHHA TECTY HA KNECHE Brasienid AerTTnomeroniasy riapofponiny.

TartrazinefTaprpaiuu
Bnlhant blue/fiiamanTosni GraruTHYA

The absorption spectrum of the lest solulion corresponds Lo the absorplion speclrum 0[

slandard solution.

Complies {Bianosigae)

Complies {Bianceiaac)

Complies (Binnosinac)

Average wenghthepep,Hn waca

COMBIGRIP DEXAS, tablets Ns 8%

6650 mg -7350 mg / Bia 6650 mr 10 735.0 mr
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7003 mgpny
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H’OMBII’PHH JAEKCAR, TaGneTsn Ne 80 tepin N2 ECDZ200281

Mol more than o of the individual welghis should deviale by maee than = 5% and none deviales of

T
Uniformity of weight'OanopianicTs Macw I—nlg:ﬁei:lm‘ni:u[}}:arg:eﬁi?:gilaai:ﬂgr:am SiAXUNERHA 1A CENEAHEDT MACK Binbiwe Hiw + 5% 13 ! ;: g§ :}t

. B #0043 TABNETKA KE NOBWHIHA MATH iAkpneHHA Binble wiw = 10%, L I
Hardness/CTiiiKicTL 40 po3NABRIOBAHKA ol less than 383.2 N / He menwe 382 H ! 1614 N(H)

.. Er[aﬁifity!(lmpauicm Not more (han 1.0 %/ He Ginbwe 1. 0 % . --‘--—---- o L0 %
D|sanlegrallcanosna,qauﬁn Not more than 15 min, / He ﬁmbme 15 x-E_:m - T i 7.83 min(xe)
Dissolution/PosunHensn o
Parace!amol { I'Iapaumamon NLT 70% (Q} at 45 min. / He mexwe 70% (Q) 32 45 xs. 9 %
Cafieine /Kodei NLT 70% (Q) 3t 45 min. / He wenLwe 70% (Q) 3a 45 e 103 % |

| Phenylephrine hydrochloride f ®ewinedpury finpoxnopua | NLT 70% (Q) at 45 min. / He menwe 70% (Q} 2% 45 XB. 9 %

. Chlorpheniarming maleate / Xnopberigenivy wanear NLT 70% (Q) at 45 min. / He menwe 70% (Q)aa d5xs. ' 9w
; Dextometophan hydrobrermide / JermoveropdaHy igpotpoma NLT 70% () 2l 30 min. / He MeHLe 70% (CH 33 30 x8. | 97 %

" Uniformity of dosage unitsiOgHopigHicTs £030BaHNX OAWHALL
Paracetamol { Mapaueramon Acceptance value (AV) NMT 15 { Mpuivaneke HHEAO (AV} He Binutue 15 24

Calfeine { Kodein Acceptance value (AV) NMT 15 / Mpuimansye wicno (AV) e -6;|_1;we 15 32

* Phenylephrine hydrochloride f Perinedpuny rippoxnopia | Acceplance value [AY) NMT 15 / MpuimansHe yucno (AV) ne Binswe 15 ! 31

Chiorpheniramine maleate { Xnopcheripaviy Manear Acceplance value {AV) NMT 15 { Npuamanshe wicno (AV) ve Binbwe 15 25

* Dexomethorphan hydbromide | lecpoveropdery fapofiposia. | Acceptance value (AV) NMT 15 / MpuamansHe uneno {AY) He Ginswe 15 6.6

_ Related substancesiCynposigni goMiusm T

" 4-Aminophenal / 4-Aminoderon NMT 0.1% / He Binewe 0.1% 00 %

i 4-chloroacelanilide / 4-xnopaugtaninia NMT 10 ppm/ He Ginbwe 10 ppm - - ND /HE
_ Any unspecified impurity /Bypis-ixa Hesinoma fomiwka | NMT 0.20% / He Ginbuwe 0.20% 001 %

Total |mpum|es { Cyma nomiok NMT 2.5% / He Ginbwe 2.5% - I 0o %
Mlcroblal Limit Test!/MikpoBionoriuxa uncToTa o -
Total aeroblc microbial counl (TAMC) / 3aransHe YMCno HUTTEIAATHUX AEpOBHWX Mmpoopramsws EFP:P_JIE} o T
o NMT 1000 CFUJg / He Sinbwe 1000 KYO! r - | <10 CFUR IYOIG
Tolal oomblne yeaslsf moulds onunt {TYMC) / 3aranbne HHENO p,pr;wxosux Ta nmcanaux rpuﬁm {TYMC} S
T NMT 100 GFUfg / He Binbwe 100 KYOR ' - . <10 CFUIg {kvOtn)
) £ cofi | Should be absent per 1gm{ He nonycuaemca ua;uamm;a_‘lr o Absenl {BincyThi}

IAssaw KinkkicHe BU3HAMeHHA o

-_iﬁ'gr;a_czetamolf Mapauetamon J NLT 475.0 mg and MMT 525.0 ma/tab. / He menwe 4?5 0 mr i ve Ginswe 525.0 mrfrad. 495.7  mghab.(mrf1ab.)

*Caffeine / Kol NLT 28.5 mg and NMT 31.5 mg/lab./ He Mexwwe 28.5 ur i we Ginbwe 31.5 mrirab. 77291 mgllabmrirat)
Phenylephrine Hydrochloride idewinedpuiy rfx NLT 9.5 mg and NMT 10.5 mg/lab. { He mexwe 9.5 mr i ve Ginbwe 10.5 mifrab. 97 mgftab.{mr/Tab )
Chlgrpheniramine maleate / XnopgeHipamuHy maneat NLT 1.9 mg and NMT 2.1 mg/lab. f He MEHIIJE 1 Imr | He ﬁlnbme 21 Mn’raﬁ 2.0 mgftab.mrirab.)

' Dexlmﬂwa'prmhydobmm { Basctpometopdeny figpadnonia NLT 9.5 mg and NMT 10.5 mgftab. / He merwe 9.5 Mri ve 6|nbu.|e 10 5 Mrﬁaﬁ P97 mgllab(mritab)

CONCLUSION § BHCHOBOK

The tesis are performed in accordance wilh MQC of Ihe manufacturer thal approved by Mo of Ukraine.

In the opinion of the undersigned the sample referred to above is ol standard quatity is defined in the MOC.

| hereby cerify Ihat the above information is aulthentic and accurate. This bialch of product has been manufactured. including packaging/labeling and quatily conlrol at the above-menligned Sile in full
compliance wilh the GMP requiremenis of the ocal Regulatory Aulhority and with the specificalion available in regisiration dossier. The balch procassing. packaging and analysis reconds were reviewed -
found 1o be in compliance with GMP.

Brunpobyaanss npoaegsni signopigHo A0 MK epobnmes, wo Jateepawen Hakazom MO3 Yepainn,

INOKHO BUCHOBKY HHMHENIANMCAHOTD, BVEEKANAHMA IPA30% MIE CTAHZAPTHI NoKAdHMEM AROCTI, nepenbaven MEH

Ll R 3ACBIQMYIG. WO HABEOEHE BUILE iRGOPMaLYA ¢ AOCTOBIPHM:HD Ta ToUnD, Lo Cepilo npogyrilii §¥No PUPOBREHD [BRMH2HYM NHKYBAHHAMERKYBAHHA) Ta KOHTDONL i AKOCTI HA BHILEIAIHEHEHIA
BUPDGHIMIA QiNBHALY NPOBRAEHD ¥ ROBHIA BANORIGHOCTI 3 Buaoram GMP, BCTAHOBASHMMA MICUZBIAM DEFYMIATODHIEM OPT3HOM. 3 TAKOH BIANORIARD A0 CNELMKALT WO MICTHTECA B PEECTPaYiRHoMy
focee TPOTOKONK BUPOGHWTEA. NaKyeanHA Ta AHaNI3B Gynik NepernRHYTI - BCTAHOBNEHO SIANoBAHICTE GMP.

Person, authorizing the batch reIeasefOcuGa, anoamanhna ::a BHHY-CI-LcepII !

[ Srmvesn fee | [ Prger. doa | | /8 | L ke[

Name / [pixenwe Pasition ! Mocana Signature [ Mignae Date ol signature 7 fla1a nignucanus
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