JAEPXKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo AKICTHL BBE3€HOro B YKpaiHy JiikapcbKoro 3acody

23.01.2024 Ne 2586/24/2611

KOMBIT'PHII XOT CHI®

(naiMcHyBaHHS JTiKapChKOro 3acoby 3rijiHo 3 peccTpautifkMM NOCBIAYCHHAM)
MOPOMIOK JJISl OPAJILHOTO PO3YHHY 3 IMMOHHHM CMAKOM MO S r nopomky B came, no 10 came
B KapTOHHiii kopoOui

(¢opma BunycKy, N03yBatiHs, BUA MaKyBaiins nikapcbkoro 3acofy)
Homep peectpauiiisoro nocsinuenns UA/11503/01/01 crpox aii peectpauiiinoro nocsinuenns HEOOMEXKECHHH
Cepis nikapcekoro 3acoby Ne EPC23038A1 KinbkicTb BBE3eHOro Jikapchkoro 3acoby 16128

Bupo6Huk ' Epepromxken Jlaiid Caencus Jlimiten, Inais

(nafiMeHyBaHHs BUpoGHNKa NikapCbKOro 3acoly, KpaiHa IIOXOMKCHHS)

Bee3eno B Yxpainy TosapucTBo 3 06Mexenol0 BianopizaasnicTio "OPI AHOCIH JITA",
inenT. kon: 24377666

(naitmenyBauns Ta koa 3a €[IPITOY topuanunoi ocobu abo npissuiLe, iM's, No 6aTbKOBI QisUuHOT
0co6u - mijunpuemLs, ii Micle NPOXHMBaHHA Ta peecTpalifiHui 1oMep 061iKOBOT KapTKH nuaTHUKA
noaarkis abo cepid Ta HOMCp nacnopra)

IpoTokos BisyansHoro kontpomo Bix 23.01.2024 Ne 247/1.

3a pesyibTaTaMH AEPKABHOTO KOHTPONIO BCTAHOBIEHO, MO NikapChKui 3aci6 BBezeHO B YKpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHONABCTBA LIOAO 3abe3neveHHs AKOCTI ikapchKHX 3acobiB.

Muxkona XOJIOJEHKO

ITPOJIIO) (nianuc) (ininianu Ta npissuue)




Evertogen

Evertogen Life Sciences Limited

KOMBIFPUN XOT CIN®, 3 numonnum cmakom Ne 10 cepin Ne EPC23038A1

CERTIFICATE OF ANALYSIS

CEPTMOIKAT AHATIZY M 21CP23100604

Product name / Ha3ga npoayxuii: . COMBIGRIP HOT SIP® | KOMBIrPUN XOT CIN®

Pharmaceutical form / likapcexa opma:  powder for oral solution with lemon flavour / nopolwox Afis 0pantHOro PO3UKMHY 3 AMOHHMM CMaKoM

Strength/potency / Cuna giilaktusHics: 500 mg_ (mr) /10 mg (mr) /10 mg (mr)

Type and size of packaging / Bun i poamip ynakosku: 5 g in sachet; 10 sachets in cﬂ)oard pack / no 5 r nopowky B cawe: no 10 cawwe 8 kapToHHiih kopobyi

: L o1 sac;let contain: paracetamol Soarr:g. cetirizine Hydrochlonde 10 mg. phenylephrine hydrochloride 10 mg
Aciive SUBERCES Lo peotmHe | 1 cawe mictuTb: napavevamony 500 mr. uetupusuiy napoxnopuay 10 mr. derinedpuny rapoxnopuay 10 mr

Manufacturer / BupobHuk: Evertogen Life Sciences Limited / EBeprogmxen Naidg Cacﬁcm Nimiten

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

Nnot Ne Ec-8. Ec-9. Ec-13/Mi ta Ec-14/Mi Ti Ec Ai A Ci ®apma Ec | 3et pin Inaactpian Napk Monenanni (Bi)
€auepna (Em), Maxabybrarap, Tenanrana 1H-509 301 Inais

l

Address / Aapeca:

Registration certificate / PeecTpauiite nocsig4eHHs: | UA/11503/01/01 Valid upto / flihcre go:  Unlimited term / HeoBmexeHui

License No. / Niyexaia Ne:  19/MN/AP/2014/FIG

Batch Ne / Cepis Ne: EPC23038A1 Batch size / Poamip cepil: 18 000 packs/ ynax
Date of manufacture / flata supobHuuTsa: 10/2023 Expiry date / TepmiH npuaartHocTi: 1012027
7 Test Acceptable criteria (at balch realize) ) Result
HaitmeHyBaHHA NoKaHuka Kputepit npuitHsTHOCTI { Ha BUNYCK) Pesynerar

; Off white powder with light-yellow tone

| Maiixe 6inui nopowok 3 6RIA0-XOBTUM BiATIHKOM Complies (Bianosinae)

Description / Onuc

Identification / lgenTudikauis

Paracetamol/ MapaueTtamon © Peawyia 3 poswsom aaniaa (Il xnopway: nposea cuHbo-GhioneTosoro  Complies (Bianosiaae)
3abapeneHhs

The retention time of the cetirizine hydrochloride peak in the chromatogram of the
sample solution to that obtained for test assay corresponds to the retention time
of the Cetirizine Hydrochloride peak in the chromatogram of the standard
Cetiizine Hydrochloride / LieTpuanHy rigpoxnopva solution Complies (Bianosinac)
Ha xpomarorpamax BunpoGOBYBAHOTO pO3WMHY | PO3YMHY MOPIBHAHHA
OTPUMaHUX B PO3AiNi «KinbKicHe BUIHAYEHHAD LIETUPUIUHY fAPOXNOpUAY uacu
YTPMMYBEHHA NIKY UETUPUIMHY MAIOTL CMIBNAAATH

The retention time of the Phenylephrine Hydrochloride peak in the chromatogram
of the sample solution to that cbtained for testassay corresponds to the retention
time of Phenylephrine Hydrochloride peak in the chromatogram of the standard
Phenylephme Hydrochionide / ®eHinedpuHy riapoxnopua solution Complies (Bianosiaae)
Ha xpomatorpamax BuNpoDOBYBAHOrO PO34MHY | PO3YMHY MOPIBHAHHR
OTpMManUX B po3aini «KinbKicke BU3HAYeHHAY heHinedpuHy riapoxnopuay “acv
YTPUMYBEHHA Niky PeHinetpuHy MaIoTb CniBnagat

Not more than 2 of the individual masses deviate from the average mass by more

than 7 5% and none deviate from the average mass by more than15 % 196

He Binblwe 2 iHauBiayanbHux MaC MOXYTb MaTy BiAXMNEHHA BIA CEPEAHBOL MAcK 164 %
Ginblue Hix 7 5 % Ta XoAHa iHAMBIAYarbHA MAca He MOXE MATW BIAXWNEHHS 81

cepeaHbol Mack Sinewe Hix 15 %

Uniiomty of mess / O iHOPIAHICTL Macu ANR OAUHWL
11030BaHOTO MHK3PCLKOrO 33c0By

Related substances / CynposiaHi AOMituKM
4-aminaphenel / 4-amiHoerHon NMT 0 1 %/ He Ginbwe 0 1% 000 %
4-chloroacetanilide / 4-xnopoaueTaHing NMT 10 ppm / He GinbLue 10 ppm Nol detected (He eusaneHo)

~ny anspecied mpunty  Byas-sk0i neidenTndikoranol gomiuny  NMT 0 25 %/ He Binswe 0 25 %

COMBIGRIP HOT SIP® with lemon fiavour Ne 10 balch Ne EPC23038A1

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



© Evertogen

Evertogen Life Sciences Limited

KOMBIMPYN XOT CING, 3 numonHum cmarom Ne 10 cepis Ne EPC23038A1

Assay / KinbKicHe BU3HaueHHs

Paracetamol/ Napauetamon 450 mg (mr) - 550 mg (mr) (90-110%) 4990 mg (mr)
Cetrizne Hydrod'doﬂdeluempmuuy riApoxnopnn 9.0 mg (mr) - 11.0 mg (mr) (90-110%) 104  mg (mr)
Phenyleptme Hydmmmde ! ®emne¢puuy riapoxnopwa 90 mg (mr) - 11 0 mg (mr) (30-110%) 97 mg(mr)

Microbial Limit Test / MikpobionoriuHa 4ucToTa

Total aerobic microbial count (TAMC) /3arankHe 4ncno xurreaaatHux aepobrux Mikpooprasiamie (TAMC)

NMT 10° CFU/g / He Ginbwe 10° KYO/ r <10 CFU/g (KYO/ 1)
Total combine yeasts/ m?oulgsrcoanl (T\;MC) { 3aransHe YMCNO APIKIKOBUX TA NAICHABUX rpwﬁia (TYMC)
'  NMT 102 CFUlg / He Gineive 102 KYOI ¢ © <10CFUlg (KYOI1)
. Esherichia coli ) ShouId be absentper1g/ Blacymlcﬁ: slr - 7 - ‘ Absent (BiacyTHi)
[

T 1
| CONCLUSION / BACHOBOK |
|

The tests are performed in accordance wilh 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 1s defined in the MQC

1 hereby certify that the above information is authenlic and accurate This batch of product has been manufactured including packaging/iabeling and quality control at the above-
, Mentioned site in full compliance with the GMP requirements of the local Regulatory Autherily and with the specificalion available in regisiralion dossier The batch processing.
packaglng and analysis records were reviewed - found lo be in compliance wilh GMP

BunpoBysaria npoBedeHi BiAnoaiaHo A0 MKA aupobruka wo 3aTBepxeni Hakazom MO3 Ykpainm

3riaHO BACHOBKY HAKHEMATMCAHOMO, BLLEBKA3aHMiA 3pA30k MAE CTaHAAPTHI NOK3HMKK sKoCT! nepepbavett MKS
. Uwm 5 3aceiguyio wio HaseeHa evuie iHGOPMALIA € AOCTOBIPHOI Ta TouHOK Lo cepio rpoaykui Gyno BupoGneHo (BKONaI0UM NAKYBAHHAMAPKYBAHHA) Ta KOHTPOMD Ti AKOCTI HA
| BuWe3aIHaqeHin BUPOBHUYIA AINbHULI NPOBEASHO Y NOBHIW BIANOBIAHOCTI 3 BUMOraM GMP BCTaHOBNEHWMW MICLIEBUAM DEryNATOPHUM OPraHOM. @ TakoK BifNOBIAHO 0 cneuudikayii. (
i WO MICTUTLCA B PEECTPALIMHOMY A0CHE MPOTOKONU BUPODHULTEA NaKYBAHHS T3 aHAMI3B GyNu NepernsHyT! - BCTHOBNEHO BIANOBIAHICTL GMP |

Person, authorizing the batch release / Oco6a, auunoauaansna 3a BUNYCK cepu

G. Srinivasa Rao | | Manager QA | Y/ | | 28102023 |

Name / Npiasuwe Position * Mocana Signanure / Mignuc Date of signature / [lata nignucanwa

COMBIGRIP HOT SIP®. with lemon flavour Ne 10 baich Ne EPC23038A1 20ff32

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-9, S-13/P & $-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

vertogen

KOMBIMPUN AEKCAD, TaBnetiu Ne B0 cepis N2 ECD23003Bt

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHARZy T2 210P23100418

Proguct natmie  Hassa npoaykuii’ | COMBIGRIP DEXA® ) KOMBITPWN JEKCA®

Pharmaceutical foni / Nikzpekia hopma:

tablets  tatingti

Strengthipotency f Cuna giifakTHBHICTH: | 500 mg (mr) /30 mg (mr) 10 mg (k)7 2 mg {ur) 710 mg {mr)

§ tablets in blister, 1 blister in a cardboard pack, 10 cardboard packs in group pack

Type aad size of packaging { Biua | posuip ynaxose; nc 8 TabneTek y Gricrepi, na 1 Bictepy & nast, no 10 navox ¥ pynosih nagy

1 tablel contain; Paracetamal 500 mg, Cafigine 30 mg, Phenylephring Hydrochlornide 10 mg, Chiorpheniramine
maleale 2 mg, Dextromethorphan hydrobromide 10 my:

1 yangka miciem: Napaueramon 500 wr, Kodeeln 30 mr, Perinetpuny rigpoxnapwn 10 Mr, Xnopdesipanry
Maneat 2 Mr, flekcTpoMeTopdiany rinpobponia 10 Mr

Active substances / [l pedoatum:

Manufactures / BupobHsik: | Evertogen Life Selences Limited ! Ereprospker Nakd Cacucua J'I|Mrre,q

Plot No: 5-8, 8-, 8-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla {Mj,

Mahabubnagar, Telangana, IN — 508 301, Incia

NnoT Ne Ec-8, Ec-9, Ec-13/ Ta Ee-14/1i Ti Ec AR A Ci, ®apma Ec | 3er, Tpiv ugacpian Napx, Monenanni {Bi),
Eanepna (Em), Maxabybrarap, Tenanrana, 1H-509 301, lHain

Address | Anpeca:

‘Registration cerdiicate  Peccrpaliine nocaigyents: ! UAS2068/01/01 Valid upto / Diticre na.  Unlimited term ! veofmexenui
License No. / Miewin N I?éﬁﬁﬁpizuwm o
Baich e / Cepin No: { Ecnzé'ﬁéém ] Balch size / Poamip cepiic 16250 packs ynak.
Date of manufacture f flata supoBHuLTea: [ 062023 ] Expiry date / Tepwid npupaTvocT: 062026
Test Acceptable criteria {ai balch realize} ——— Result
B HalmeHysanHa NokaaHmka Kputepil NDUAHATHOGTI { Ha BUNYCK) o e e Pgsynbray B

Green coloured with inclusiens, scered, uncoated oval tablels having imprints of «Sh and
wL» on stored side.

Tabnetky Ge3 conoHkA. 3eneHOro XGNLOPY i3 BRDANTEHHAMNK, 08ANLHGTHOPMAK, 3
ANCKDID, MAKTs BIAGKTYA «Sn Ta el» Ha TiK cTopaHi, 4B pUcka. i

eseription f Onuc i Complies/Bignosinac

: {dentification / i,c_\EH:hj;!cbiRé[{E-n‘ . " 7

The relention lime of the peak of paracetamol in the chromatogram of the (est solution should
correspond to that in chromalogram the standard solution, as oblained in the Assay.

. !
aracetamol/ Tapaletamon Hac yIpvmytes 4 (Y CapELIETaNY HE XDOMATOPE BATPCS0RYREHO POBMAHY BT0EEC 60y % Complies {Bignosigae)
YTEVMYES-HA iRy MEPELIETAMOITY HA XPGMEFOEDEM [03-HY IONIEHSHH B YMOEEE TE0BENEHHA TECTY Ha i
- i HrbdCH@ SHENOHH [B0RLETEMONTY. i
The relention Ume _or lhe peak of caffeine in ihe chromatogram of the test solution should i
Caffeine 7 Kotein correspond to that in chromatogram the standard solution, as obtained in he Assay . Complies (Bignasinat) |

a0 TPy 3 ity MEDEHY HA {IOVENCIDEM 8 POOCBYERHOID [0y BIYDEEE 0y YDaayeat e iy ©
OIpEiHY HA XPOMATODEM DO3-MHY NORIE-FHH 8 YWOBAX 000/ TECTY Ha KERKCHE SOHHE H7 HDGehy,
The retention time of the peak of phenylephring hydeochloride In the chromatogram of he test :
solution shauld correspond o that in chromatogram the standard sohution, as oblained in the |
f;csay_ e . s . e Complias (Bignoainae) |
VLY YTHHAYERH ATy (pe-E vy AIPCRICEH Ry H XPOMETCNpaM DOBHAY TOHEHR 8 MORK :
TIDOBE0E TECTY HE KNGKCHE BVTHEHeHHR dheHinexpvHy TUIDOXTopuzy. o !
Tha retention time of the peak of Chiorpheniramine maiaale in the clromatogram of the lest
solution should correspend to thal in chromatagram Lhe standard sofution, as obizined in the
Assay. |
HaC YTRVRIYBaH 1 (o XNOIEHDANY M2NEETY HA XPOMETOTEM BAOO0BYBEHUID (03-Hy SiEF DEIRRC XY }
YIHAYBEH3 ik XrOpeHOnHY MAREBTY g XPOMETOMERA [OG-HHY MOOEHRHHS BYMOBSN NPOBENEHHR TECTY

HA KD B OG5 R 0D CHERRHY Ty : l
The retention time of the peak of Destromethophian hydchiomide in the chromalogram of the test !
sollion should correspond to that in chromalogram the standard solution, as obdained in the

: Desdmrrebapenycbionide | Decmposerogdany fripcBipinin Auzcsay ity ' & a f . Complies {Bianoeigae) 1

P
| Phienylephrine hydrochidride / OeHinedipany rigpoxmapua

- Chigipheniraiming mafeale / Xropdevipaviy sarsar Complies (Bignosinae)

oo IOBS/EHH TECTY Ha NrbiGE BOHE S5t - B B
i Tartrazine/Tappaan The absorptior) specium of the tesi solution coresponds to the absorplion spectrun of . ) X N
| Briian bl el}],l ai a?-t'ﬂ] EW ST slandard solution. Complies (Bianceinac)
‘COMBIGRI B baleh Ne ECDZ3003B1 ) 1ol 2
F /R g
Office | GURS )it . o7,y LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U242377G2013PLO0BE 34%
Factory : Plot No: R 51337 R, 5-14/P TSIIC, Pharma SEZ,.Green Industrial Park, Patepally (V), Jadcherla {M), Mahabubnzgar, IN- 509 301, Telangana, india.
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Lvertogen

Evertogen Life Sciences Limiice

HOMBIMPAN BEKCA®, Tabnetkn Ne 30 cepiA M ECD23002381

' AGeggé'ngightiCep'e.uﬂa maca ' | 6650 mg - 7350mg / Bi,q 665.0 mr ,ud 73540 M ' 7006  mg (M)

Nat mare than two of the individual weighls shoutd deviale by more than = 5% ard none deviates of

I.Unﬁonmty of welgh¥Opropianicre wack . Eﬁeﬁﬁgg;ﬁgﬁeﬁ ?:Zr[)aainw;ftia‘m BifiXUREEHA aif cepefHLOl Mack Binslbe Hix + 5%, T3 ?g? z’z

HOAHA TAGNETKE HE NGBUHHA MATH Bi i3 fintive Hix 3 10 %. ; -

Hardness/Crilixicte 416 peIAaaNuaaHkR Mot less than 39.2 N / He menwe 392 H 1187 N{H)
Friability/Cvpanicte Not more than 1.0 %/ He Ginbwe 1.0 % T 005 %
Disintegraion/Poanananis Net more than 15 min. | He Ginbtue 15 %8, 0586 min.{xs.)
Dissolution/Posqkseins
Paracetamol / MNapayerason NLT 70% (Q) at45 min. / He merase 70% (Q) 32 46 x5, T %%
Caffeina / Koeiu NLT 70% {Q) at 45 min. / He wenuze 70% (Q) 3a 45 xa, 107 %
Phenylephrine hydrochlaride ¢ ®exinedpuy rigpoxnopig NLT 70% {Q) at 45 min. / He menuze 70% (Q) 3a 45 xa, 93 %
Criprpheniraming maleale / Xropdesipaving vanear NLT 70% {Q} at 45 min. / He menwwe 70% (Q) 32 45 x8. 89 %
Dextramethorphan hydrebomide 7 Jectposeroodany soecbponin NLT 70% () at 30 min. / He merue 70% (0) 3a 30 xB. 100 %
Unnform\ty of dosage unilsfOpHOPIAKICTS AOI0AEHAX OAVHALL

Paracetamal I Napauetamon | Acceptance value (AV) NMT 15/ Npuimarnete wiene (AV) ve Binble 15 273 -
Caffeine / KogeiH S . o Acceptance value (AV) NMT 15 /. Tpuimanese wicno (AV) e Binbwe 15 442 _

: Phenylephrine hydrochioride / ®eninatowmiy figpoxnopus | Acceplance valug (AV) NMT 15 | MpwanansHe wicno (AV) ne Ginle 15 10.3
Chiorpheniramine maleale /. Xooopde-padiymanear Acceptance value (AVI NMT 15 / NpwAmanede yacno {AV) He Binelue 15 6.5

 Dextumehaphan ivdrobemics / fecipovercpdeny rigpoboods Acceptance value (AVI NMT 15 / Npuitmanene wicrio (AV) He Sinowe 15 N £
Related substances/CynposiaHi AoMilsim

" 3-Artinophendt / d-Amiropencn NMT 0.1%/ He 6inbe 0.1% e QL

. 4-chloroacetanilide / 4-xnopayeTaninia NMT 10 ppm { He Gintlue 10 ppm ) Nol detecled {Ha s1sBneHo)

©* Any unspecified impurly /Bynb-ska vepifoma gomika | NMT 0.20%/ He Simsie 0.20% 0.01%

_Total impurities f Cyma gomiwor NMT 25%/ He finewe 2.5% 0.01%

Mtcrobia i Limit TesUMlxpoﬁlonorHHa HMCTOTa

Total serobic mlcroblal count (?AMC) / aransHe WCno RETTEINATHIX BEpOBHYX Mlupooprammm {TAMC)

o _NMT 1000 CFUJg / He Ginbwe 1000 KYO/ ] <10 CFUfg IKYD! 1}
Toial combine yeas 5/ moulds count TYMC) { 3aransne wweno  ADIXAX0RMY T3 NRICHABMX rpubia {TYMC) N
. NMT 100 GFUJg / He Bintwe 100 KYOHr <10 CFUig (K¥Or )
i E. cok | Should be absent per 1 gm / He fonyckaerbon waneHicts e 11 Absent (Bincyi) :
Assiy FinekicHe pUaHAYEHHA ) ' g
Paracstamol / Nlapauerason z NLT 475.6 g and NMT 525.0 mgitab. / He mesue 475.0 Mr | He Ginbiue 525.0 MiTa6. 488.2  mgftab.(wriTab)
Caffeine / KogeiH NLT 28.5 mg and NMT 31.5 mg/tab f He Merwe 28.5 mr i xe Ginbwe 31.5 miftab. 295 mofab.imriTat.)
Phehﬁléb'ﬁ%qe_ Hydrochkmde Iweﬂinecbpﬁuy rix MLT 9. 5mg and NMT 10.5 mgftab. / He mewwe 9.5 mri He Ginbwe 10.5 mrfrab. 103 mglt'ai';'.('mrﬂraﬁ,l_
VCh!O[pheniramiﬁeim‘ais_ealeIXnUpr;bEHipaMmy maneat NLT 1.9mg and NMT 2.1 mg/lab. { He meniue 1.9 ar i ke Binstwe 2.1 Mrfrab. 2.0 mgftab.(wrirabl} -
Cextomedomien ydicbomide ! feccpoveTapdaHy ippofoonn, NLT 8.5 mg and NMT 10.5 mgitak, / He menwe 9.5 mr i v Ginbwe 10,5 mrfiab. 9.8  myilab.{miabl)
CONCLUSION / BHCHOBOK

The lasis are performed in accordance with MQC of the manuwfacturer that approved by MoH of Ukraine

In he opirion of (he undersigned the sample referred to above is of standard quality is defired in the MQC

| nereby certdy that the above infonmiation is authentic and accurate, This batch of praduct bas been manufaciured, including packagingfabeling and quality control at the above-menboned site in full
¢ampiance with the GMP requirements of the locat Regulalory Authority and with (he specificaion avaiable in regisizalion dossier. The balch processing, packaging and analysis records were reviewad -
found to be in compliance with GMP.

BrnpoBysaiHR npoBeaesi BARCAIAHD Ko MK Brpobndka, wo sateepixes Haxasom MO3 Yepainu.

3riAHO BUCHORKY HINKIENIATHCAHOTO, BALSBXAIEHIA 3PAIOK MBE CTAHAANTHI NOKAIHMKM AKOCTE. Nepealiaesi MKS

Linn & 32CBIAMYR, 10 HBBEAEHS Bue indopMats ¢ AOCTOBIgHAI0 Ta ToNHOW, Lo cepii npogyxuji 6yno sMpGBNEHD {BICICHEH M NAKYSIHHIMAPKYBAHRR) T KOHTPOND i AKOCTI Ha BHILEIA3HENEHEA
sHpOGHITR QiNEHAY NDOBEAEHO Y NCHHI BIANOBIAHOCTI 3 BUMIraM GMP, BCYRHOBNEHMMM MICUEBHM PEFYASTONHUM OBraHOM, @ TAKOX BIANOBIANO AD CAEUMIKYM, UID MICTHTLES 8 PRECTPaLMsIMY
LOCkE, FIaTOKONY aMp0bAMuTaa; NAkyBAHAR TA 3HANIIS Oyin feparanyTi - BCTAHOBNESO BIANOBIAKIETS GMP

Person, authorizing the katch release/OcoBa, amnoamaﬂbu?fa sunycacepﬁ

r G Srinivasa Rao l r Manager QA ] i fi/f | l 31-01-2024

tlame #Hpbawes Fasidon ¢ Plocanz Signaiurk 7 Mignec Dale of sigaature / Jlata nignacanHs

e

COMBIGRIP DEXAD; fablels e 80 Zoly2
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Evertogen Life Sciences Limited

Lvertogen

KOMBIFFHN NEKCAD, Tabinerxn Mz 80 cepin N ECD200881

CERTIFICATE OF ANALYSIS

CEPTUGIIGAT AHARIay N2 Z1CP23100715

Product name / Ha1ea mpoaywuit: l COMBIGRIP DEXA® | KOMBITPHN JIEKCAS |

Pharmaceutical form ! Nlikapctka diopua: ] teblels { vabnetkn

Strengthipatency | Cuna AiilacveHicTs: | 500 g (rr) 730 mg (e} /10 mg (Me) £ 2mg (M} 10 mg (ur)

B tablels in blister, 1 biister in a cardboand pack, 10 cardboard packs in group pack

Tyne and size of packaging { Bz 1 poatdp ynawosise no 8 Tabnevox y Gricrep, no 1 Bricvepy & nauw, na 10 nauox y TpyNosiA navtj

1 tablel conkain: Parasetame! 500 mg, Calfzine 30 mg, Phanylephring Hydroehiotide 10 mg., Chiorphenitamine
maleate 2 g, Dextromelharphan hydrobromide 10 mg

1 zabnena mitm: flapauetamon 500 mr, Kodist 30 e, PexinedipuHy rinpoxnopiy 10 ar, Xnopheriparmiy
Manear 2 ur, flercmaveropdany rinpoBponin 10 me

Active subslances f [liioui peyopmin:

Manufacturer f BupoGiik: | Evertogen Life Sclences Limited | Eseprompren Nadith Caexcua Nimitep

Plot No: 5-8, §-9, $-13/P & S-141? TSIIC, Phama SEZ, Grean Industial Park, Polepally (V), Jadcharta (1),
Mahabubnagar, Telangana, IN - 509 301, India

Addtess IAIDECR: | Mnor Ne B0, £, Ec-131T a Ec-A4Mi Ti o AR AR Ci, Oapiia Eo 1 3er, IknacTpian Mapk, Morenann (8i),
En4epna (Ew), MaxayGrarap, Tenawrana. IH-509 301, uyin
Registration cerlificale  Peectpatgine noceigueHin: I UAS2068/01/1 Valid uplto 7 flificke go: , Unlimited term / Heobirexersi

License No. / Miewaln Ne: | 19IMNIAPI2TAIFIG

A

Btohfe/Cepla fb: | ECD2300881 | Bath size / Poowip cepil: | 16250 pacis/ynax
Dale of manufacture / flava awpoGiyTea: L 1112023 -' Expiry date { Tepmis npugawiocT: ] 112027
Tesl Acceplable criteria {at batch realize) Result
Hafirerysanin nokasHiva Kphvepil apufiksTHoct ( Ha sismycx) Peynsrar

Green coloured with inclusions, scored, uncoated oval tablels having imyprints of «S» and
aL» on scared side.

TaGnena Bea 06onoH1. 3BNEHONO KONLOPY i3 BXPANAEHHAMY, OBANEHOT thapmn, a
PHCKaID, raOTE 8ifBiTies «S» T2 uln Ha Tik cTOpOM, fe prcka.

Description / Qg Camplies/Bianosinac

Identificalion ¢ lnen-rm—cﬁxauin

The relenticn lime of the peak of paracetamol in tha chromalograrm of (he tes! solulion should
correspand ta that in chrematogram the slandard selution, as oblzined in the Assay.
Paracetamot! Mapauygvaron lb:mmmﬁsymmam;mmmpa&mmﬁoe;wmmwyimﬁgmm Complies (Bignoginac)
YIRS iy NE0a RTRRTy |0 XpOMIRIPErA 10T FOPEHA-HR B YMOBEX TDOEESH TECTy 1A
HILHCE BFOHI-EH-H TEpEL BT AOTY. o
The relantion time of the peak of caffeing in the chromalogram of the lest solullon shoyld
camespard to that in chromalogram the slandard solution, as ohlained in the Assay.
UacypeneaHi FiRy HOXpey v X CAATONpEEA 500052 K00 PO 44 Bl OSi e By YA 1 iy
miqmm.empammwrwammpmﬂmemmmymmmBna&wmbe‘hy.
The retention lime of the peak of phenytephring hydrechloride in he chromatogram of Ihe tes|
solulion should correspand lo thatin clromalogram the standard solulion, a5 oblaingd in he

iy g . : Assay. i s
Phenylephrine hydrochloride / ®eminachpiry AApoxnopg, Unyrgeain rise incfpery oL aawna«i_mmm POy ETORE Complies {Bignoslaac)
VALY YIDFRAERH R 1ry (et nopvsy rinpTODATY s XpORGTOGr D00 OG54 45D ioaae
e o TYOO0SMI T TECTY HA KILHO £ v ere kR dheHned v y o ooy
The retenlion time of Ihe peak of Chlarpheniraming maleate in the chromalogram of the lest
salulion sheuld correspand Lo thatin chromatogram the standard solulion, as oblained in the
Assay.
qacylpu.qm_m rityxmp_ch&@n.siyr.mymmmd Brpoﬁo_amuumw eFepENy
Wmnwﬂmpemwr.mmm.mwmwmpwmym RCEEFRANTRCY
booone o W HtdhE e e axopeip iy ereaty.
The relenlion Eme of the peak of Dextemethorphan yeobyonite in the chromalogram of the tes]
: solulion should cosrespond Lo thalin chromatogram Lhe slandard solulion, as oblained in the
| . = _ Assay, . :

N I ) % 3 N . w3

! Decomeophentydmbronids Pemomaropchay dapodnoudn Urypaysass iy y 1005 vz o ooy " Cempfies (Bignoaigas)
: ey PRS2 N FRrpornDp ey EO0PCe ALty Ha POMETOMEN pocs 1y o0 FEHAB0ET
P0G HA TCTY HB NI E BVTHG 2 ) JExCTpot Eropiay iEpobponly. |

Calfeine / Kofel Camplies {Bignosinac)

Complies (Bignosigac)

TartrazinefTapTpaain The ahsorplior_\ speclum of [he lest solution correspands to the absarplion speclmm;rf & i !
Briliant blvelfliamarrorui Grasm i slandardsoletion . Complies (ianosiaac)
piag _ Qmpmmaqn&n)mmﬂfmmawmawmﬂ;mgaam
COMBIGRIP DEXA®, tablets Ne 80 balch B ECO2300881 1ofi32
X

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagat, Hyderabad - 500 018, Telangana, Indla. wanw.evertogen.com, CIN No. U24232TG2013PLCO85349
Factery : Plot No: 5-8, 5-9; 5-13/P & 5-14/P TSNC, Pharma SEZ, Graen Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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Vertogern

Lvertogen Life Sciences Limitest

KOMEIMPHN JEKCA®, vabnevan He 50

tepin Ne ECD2300681
, Aversge weight/Cepegin maca 665.0mg ~735.0 mg / Bin 665.0 ar 10 735.0 mr 7019  mg(ur) f
; ot more than kg ol the individual welghts should Geviate by more than = 5% and nane deviales ol H
= . - more than = 10% from the average weight 400 %
Unifcrmity of weighl/OawopiaHicTs uzci He Bintewe Hx 2 Tabnerks iy 20 MoxyTs Mat sigxonena sy cepeArsOl uacw Ginswe Hix + 5%, 1a +H3H %
XORHA T2GNB1XA H NCBHHE MBTH BITXKNEHHA Binbwe Hx + 10-%. .

HerdnessiCriikicT A0 posaasnisares Not less than 30.2 N / He meiue 38.2H 1367 N{H)
Friability/Ctupanicts Not mare than 1.0 %/ He Ginuuse 1.0 % 011 %
Digntegraion/Poanapaien Not more than 15 min. / He Ginswe 15 xe, 0377 min{xa) J
Dissolution/PortiHeHHR

Paracetamol { MapaueTanon NLT 70% (Q) at 45 min, / He merme 70% (Q) =a 45 xe. 101%

Caffeine / KodheTu NLT 70%{Q) at 45 min. { He nenure 70% Q) aa 45 xa, 104 %
Phenylephiing hydrochloride / Gerinedrinmy nigpaxnopia | NLT 70% (Q) at 45 min. / He merpue 70% {Q) 2a 45 xa. o 96 %
Chiorpheniramine maleale 1 Xnopdesipaviey varear NLT 70% (Q) &t 45 min. / He merwe 70% (Q) 32 45 xs. 92 %
mmmmfmmqm NLY 70% {0} at 30 min. / He mentwa 70% {Q)2a 30 xp, 100 %

Uniformity of dosage units!OnopiniicTs goaosaHix OAMHIL

___Parar.etamnl 1 Mapaueveuon Agceptance value {AV) NMT 15 / MNpuimanete wieno [AV) 1e Girswe 15 A4

Cafleine | Kopain Acceptance value (AV) NMT 15 { MpisimansHe wcno {AV) He Binulue 15 5.65
Fhrenylephiine hydrochlaride £ Derinatpiry rigpoxnopun, | Acceptance value {AV) NMT 15 { Mpufmanste wHeng (AV] 1ie Ginbure 15 4.30
Chlarphenitamine maleata / Xnopcheripandyereat Acceptance value [AY) NMT 15 1 [TouiimansHe Yreno {AY) 1e Ginutne 15 288
 Dedomahortendobomid 1 Becrpoveondieny ritiponin Acceplance value {AV) NMT 15 1 Npwitvansse wcno (AV) He Ginswe 15 275

Related substances!Cynpositi acMiwim

|_4-Aminophenol / 4-Auinodesion NMT 0.1%/ He Ginswe 0.1% T Not delected {He ennaneno)
4-chioroacelanilide / 4-xnopauevariniy NMT 10 ppm f He Ginste 10 ppm Kot detected (He enmsnerio) |
Any unspecified impuily /Byab-axa nesigama Aomiuka [ NMT 0.20%f He Ginstue 0.20% .004%
Tolal impurities { Cyma gomitzox NMT 2.5% / He Ginvwe 2.5% 0.006%

Microbial Limil TestMikgoBiorariea wictora

Total aerobic microbial count {TAMC)/ Sarantnz wcno winrreagarin 2epoblnx aﬁxﬁo&p?auiar.sia (TAMC)

[ NMT 1000 CFUJg 7 He Binwwe 1000 KO/ T

<10 CFug (Y0

Totaf combine yeasts! maulds count {(TYMC)/ Jaranske wieno APPRAFODRK T2 anickspie pubia (TYRIC)

NME 100 CFU/g 7 He Ginewe 100 KYOir

<10 Crug (ryorn

E. coli | Should be ahsent per 1 6m { He ACAyCHAETRCA HaseHicTb B 1 T

Assay ! Kinbkiche BiraHaueiin

Absent (Bincyrni)

| Paracetamal / ftapauetauon NLT 475.0 mg and NMF 525.0 m/tsb. / He Menwe 475.0 NT i He Binbuie 525.0 mrfrat, AB4S  mplab{uriab)
Catfeine / Korpein NLT 28.5 mg and NMT 31 5 mgfiab./ He waenwe 28.5 mri He Binstize 31.5 mriTab. 29.7  mgheb farira6 )
Pheaylephrine Hydrochloride Kdeninedbmry 1 MLY 9.5 mg and NMT 10.5 moilab. / He Metiwe 9.5 mri ne Ginbuse 10.5 writal. 9.7 mghab {rrfab )
Chiorpheniramine maleals 1 Xnopderipamiy manear NLT 1.9 mg and NMT 2.1 mgilab. / He merwe 1.9 m He Ginblwe 2.1 Mrmab. 20 mghab.(meirab) |

Dmurmemwﬁnludwo‘rijemefcr;mempd:a\yritwﬁpom;q NLT 9.5 mg and NMT 10.5 mgltab. / He menwe 9.5 mri ve Sinuwe 10.5 arfvab,

9.9 mghabfmrfrat.) I

CONGLUSION f BUCHOBOK
The tesls are pevfrmed in arcocdance wilh MQC of the manulachurer that aparoved by MoH of Ukralne.
In the opinlon of the undersigned the sample refemed to abave is of slandard quality is dafined in the MQc,
| heieby cerlty that the above informalion Is aulhenlic and accirate. This baich of product has been manulachored, ingludin

compliance with the GMP requirements of the lacal Regulalory Aulherity and with the specification avallable in reg'stration dossier. The hatch processing,
found (o be in coenpliance wilh GMP

BrnpoGyazrn Nposeneld sigroainns B0 MKA enpaSiika, 130 3aTeepixes Haksson MO3 Yepania.

Jrinuo pucioeky HIRNEMANKNCAROTD, EMU{EBKEINI 3pAI0K MaC CT3HAAPTH N0AIHAKA FKOCTI, nepenGaven KR,
LM 5 33C0ig4Yi0, wo HaRegena B2 IHPOpMAYIR £ ROCTORIPHOK T4 ToNHO:D Lt eeplio nponywyi Gyro BnpoGeno (Bemouaioan na
BilpaSIR pneHILY NpoveReIio ¥ noanii BIRAOBYLICCTI 3 BuworaM GMP, ecTanosnesmsy MICUBBIIN PRIYNATOPHAM Oprakiom, 2 Ta:
Aocse. Mlporoons EnpobuiLrea, MAXYDANHA T3 AKANID Syu NepernAxyT - BCTaHGBM0ID Binno3imHicT: GMP,

9 packaglegfabeling and qualily control a1 the above-menlicnad sile in fuli
packaging and aralysis recerds were reviewed -

HYBAHHRIMADHYBEHHA) T2 KOITPOAL 1l RKCCTE 113 BHLSIBINZICHIA
¥ CN0BIANO Ao crewdikas, 0 MIEHTLCR 8 peecipavfiivomy

[ _ Person, aulherizing the batch retease { OcoBa, BlanosigantHa aa Banycy capli
[ BRamMuiReddy | [ GW- Gually &Reguatoy | [ e~ 27-01-2024 |
Mame { Fipiasuwe Position / lNocans Bignature / Mg / Date of signature ! fara

T S, N
e S~

rf =
COLBIGRIP DEXAD, lablnts he 80 batch N2 ECD23609B1 ! 2

i
B

2ol 2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangzna,
Factory : Plot No: §-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v},

India. wwiw.evertogen.com, CIN No. U24232TG2013PLCOB5349
Jadcherla (M), Mahabubnagar, IN - 509 201. Telangana, India.




AEPKABHA CIYXBA 3 MIKAPCBKUX 3ACOBIB
TA KOHTPOJXO 3A HAPKOTUKAMM y m. KUEBI

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

BHCHOBOK
Npo AKICTH BEE3EHOro B YKpaiuy JikapchKroro 3aco0y

29.02.2024 Ne 9901/24/26

KOMBII'PUII NEKCA®

(naiisenysanus nikapenkora 3acolGy Irigno 3 peectpauifinns nocaiaueHIM)
Tabneric, no 8 raduaerox y Gaicrepi 3 donnru amominienoi; no 1 Gaicrepy y nmaysui s
KxapTony; o 10 nagox y rpynosiii navui 3 xapremny

(dopya punycxy, HO3YRAUI, BRI NAKYBAHUR NiKAPCHKOra 30C00Y)
Homep peecrpaiiitioro nocsinuents UA/2068/01/01 crpox aif peecrpaniitioro nocsigucnns HEOGMEKCIIHIT
Cepin nixapebkoro sacofy Ne ECD23008B1 KinexicTs eesenoro nikapowkoro sacofy 15824

BupoBunk Esepromuen Jlaiid Caencusz Jimiren, Inpis

(nafisenysaunis anpobivka nikaposkoro 3acoGy, Kkpaiia noxoKeHHA)

Breseio B Ykpaitly TosapucTso 3 o6Mexernow sBignosiganeiicrio "OPTAHOCIH
JITH", ineur. won: 24377666

(uadivenynanes ta ko 22 CAPTIOY 1opunpunol ocobu abo upispsme, iM's, ne Garskoni
fhisuunol 0co6u - nianpresus, i Micue npoxuBanEA Ta pecc patibinud Hosep oGaikonol
KapTkH NiaTHWKa nogartkiz afo cepia Ta HoMep nacnopTa)

HpoToron Biayaneuore kentponro sig 05.02.2024 N 355/1.
JlaGopaTopuuii ananis skocti Jiikapeskoro 3acofy agilicHenyii:

AIT “Lentpansiia naGoparopis 2 ananisy sxocti nixapeskux 3aco6is i Mejuranof npoay kit
(v.Kuis, Bys. Kynpsscesxa 10r M.KuiB, Bys. Kyapascera 88 Kuischka o6nacts, ¢. Hopi
ITerpisui, Bys. [Bana Gparka, 19)

(naftsenysanus Ta Micuesnaxomxelns inGopatopil, 1o nponena saGopaTopauit ananis sKrocri)

Bucronok nono arocri nixapeekoro 3acoBy, sunamnii naGoparopieto sig 27.02.2024 No 0373

PesyanTaru siaGopaTopHoro ananisy sxocri nikapeskoro 3acofy 3a nepesipeHUMHM NOKA3HNWKaMK BIAHOBILAIOTY,
BHMOTaM METOAIB KOHTPOMIO AkoCT] (aHaniTHYNO-HOpMATHEROY nOKyMEHTANIT),

3a  pesynbraramy NepXaBHOFO KOHTPONKD BCTRHOBNIGHO, 10 Jlikapewkuii saciG neesero B Ykpainy 3

AOTPHMAHHAM BHMOT 33KOHOAABCTBA Lo 3abesnedeH s aKocTi nikapos gk 3acoGis,

Muxoita XOJIOOEHIKO

(niznuc) (inirdans Ta npizsHue)
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Lvertogemn

Evertogen Life Sciences Limited

KOMBIrPUM AEKCAD, rabnetky Mo BO cepia M2 ECO2300981

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAMIZy 12 21CP23100713

Producl name f Haasa npopywuir: | COMBIGRIP DEXA® | KOMBIMPUM AEXKCAD I

Pharmaceutical form / Nikapcexka qxipma: I tablets / raGnemas __I

Strengtivpolency / Cuna AfifakTvsHicTe: I 500 g {rr} 30 my {rar) 110 mg (k) 2 my {rr) £ 10 g (rar) ]

8 tablels in blistar, 1 biister in a cardboard pack, 10 cardboard packs in gioup pack l

Type and size of packaging / Bia i poariip ynasozst no 8 Tabnetox y Bricrepi, no 1 Gricvepy B nawyj, no 10 navcxy pynoalii nasyi

1 tabilel contsin: Paracelamol 500 ma, Calicine 20 mg, Fhenyleghrine Hydrochloride 10 mg. Chlopheniramine ;
maleale 2 mg, Dextromethomtian hydrobromide 10 mg

1 Talinena mictuwy; Mapauetamon 500 mr, Kode 30 arr, Peninedprny tiapoxnopisa 10 wr, Xnopdgexiparumy
wanear 2 r, lexctporetonany rizpoSoorsin 10 wr

Active substances / Qitxi pevyoesi;

Manufacturer f BupoGuuk; | Evertogen Life Seiences Limited | Epeproaxex Naii) Caewena Himiten

Plat No: §-8, 5-9, 8-131P & S-14/P TSIIC, Phama SEZ, Green tndusia! Park, Polepally {V), Jadcheria {M),
Mahabubnagas, Telangana, [N - 509 361, India

Adcess | ASPECA: | o g, B9, Ec-13/11 1a Eo 44T Ti Ec A AR G, @apta Eg | Jon. Foik Ixaacpian Map, Monesanni (Bi),
Eauepns [En), MaxalyBuarap, Tenanraua, IH-500 301, lunia
Registralien certificate / Peectpauifie noceiguerms: | UAJ2068/01101 Valid upto { fificke go: I Unlimited term / HeoBrexenmd

License No. / liyerala Ne; | 19IMNIAPIZUTAIFIG

NN

Bafch Ne f Cepin Ne: ! ECD2300981 I Baleh size / Posuip eepii; I 16250 packs/ynax,
Dale of manufaciure / flava BupebHI TRA: I 1142023 j Expiry dale / Tepmin npipathoct; |_1112027
Test Acceptable criteria (3t balch realize) Result
Hafitetyoanin nokaakvxa Kputepil npuinarHoect { #a aunyc) Pasynbrar

Green colaured with inclusions, scored, uncoaled oval tablels having imprints of «S» and
«Lp on scored sids,

TaGrntek Ges ofonosias. IBREHOTD KONSOPY 13 BxpanneHsMe, 0BaRLHOT thopuus, a
PHCHOI0, MAl0TE BIRGTIS aSx 1 wln Ka TiA cropowi, Ae pHcia.

Bescripticn / Onise Complies/Bignoginae ;

Identification / lnermudiaun

The retention me of the p2ak of pasacelamoal in the chromalogram of lhe {es! salulion should
correspand o thal in chromatogram ike standard sofution, as ghlained In lhe Assay,

Paracetamal/ Mapayerzion %mr.quaﬁwmmwmm.mpaﬁarmm POy B OERAC DY Complies (Binnosinas)
YIT¥R B3 5 T T T2 Ty HELTOMETONEEA X004 00030 3 1R B Y106 MPOBO/EE HT TECTY A
—— ST R B A (EELBTRAYY, }
The retention lime of lhe peak of calieine in (he chromaleyram of the lest solulion should
Calieing 1 Kodeln carrespond to thal in chromalogrant lhe standard sofuon, as chiained in e Assay Complies (Binnosinae)

mermmﬁqm)eér;mmmi ERTYO00EYSEHOD PO BY CHIVE GOy VTR MAyEa e 41Ty
KOty HE XpOMaTORR A mwmmaym.mmmmmmuummm
The celention lime of the peak of phenylephring hydrochiarige in the chromalogram of the test
solulien showtd costespond to thal in chromalogram the standard stlufion, as oblained in the
: i . . Assay = . ;
Ehenylephiire hydiochloride / deninedipuny AApoxnop Useymung my — i ) T Complies (Birinonigac)
Y YTPAYEEHER MY Oy RDONIATY Ha AONTICITEA pomy MO 1T BYMOERC
NP0 A TECTY Ko R e wea-aHn denapoy ipadop: .
The setenlion ime of the peak of Chlcrphenitamine maleate in the chromalogram of Ihe lest
solulien shauld corcespond to (hal in chromalogram the standard solufion, as oblained in the
Assay.
Lbcyw.:;ea‘m WWaw:.mwmmmianmwmw
YRDARTE Ay ppeHpeny MRNeaTY KA KOOI PO £ Y OOEFR B B YNOBU 0B pHHR TECTY
WO RBG B E I RXCpb My ManeaTy. i
The ¢efention lime of the peak of Dextormedophaniydcbromicein the chromalogram of the lest
solulion show'd corespond o thal in chromatogram e standard solulion, as abtsined in the
Bedemelpha ydooomige / Rescrperazmyxpes iy finpofpondn A=y . . ; : A Complies {Bianosizac)
Yecymirapar ﬂfvmmmﬂwmwmmmmlgmmqomwm
S YTHE S8 114y (PO TpOBpO Ay HRIT0M BT POB-Ay MO B HA B YN
Wamy»ambemmmmmrmyﬂ:m&mw i !

Complies {Bianoninac)

-'l:;ﬁ;;a-zjneﬂaprﬁ:;an;;-- ’ The absorplion_l specium of the tesl solulion eorrespands 1o the absorplion spectiuim of . .
Briliiant bive/lliamarrosui Grakami Standard saluton. o ; Complies (Bianoeigee)
IR N Ga@mrmﬂmp@qmmwmumwmmmfmmﬂm
COMBIGRIP DEXAD, tablels N 50 batch Ne ECD23003B1 foliz2

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factery : Plot No: 5-8, $-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), ladcherla {M}, Mahabubnagar, IN - 503 30%?2?%

X. Ll .

AL 1A . Y A




2 Evertogess

= Everiogen Life Sciences Limited

HQMBITPHN IEKCAD, tabnerss Mo B0 cepin Ne ECD2300981 )
"Auelage wei;h:lCeBéErBa vaca 665.0 ma ~ 735.0 mg { Bin 665.0 mr go 7350 mr | 6005 mg (ur)
) Not more then l:m of the individual wa'_ghls should deviale by more than £ 5% and none devigles of | 21
Unifarmity of weighliOp-opiasicrs raci Egr éﬂﬂ;x:{;cu? Tg?:e[?ri?: ;’;Jaﬂﬁ:;:gt:.am BI/NIIEHIA 8173 COPERHLOT Mack BiNswe Hix £ 5 %, 13 oo .09 %
XOJIHA TAGRETXA HEe NOEHHHA MaTH BIaXHNeHHR Ginulwe nix + 10 %. [ S
HaninessiCTiikicT, 70 pa3gasnioeatln | Netlessthan 392 N { He wenwe 39.2 H - | 1305 N{H)
Friability/Crupanics o ot more than 1.0 %! He Ginvwe 1.0 % b 088 %
b-isinlegratfnr_l[l_’cpna,qamm ' _ 1 Not mare than 15 min. / He Ginswe 15xp. _ 403  min(xn}
Dissolution/Pozuusenna o
Paracetemol/ Mapeteranon HLT 70% (0 at 45 min. / Ha MeHiwe 70% (C) 3245 xa, 101 %
Calfeine / Kogeiil HLT 70% (Q) al 45 min, / He mente 70% () 3a 45 x5, 102 %
Phenylephrine hydrochloride / ®erinedpuvy rigpoxnopsn, | NLT 70% {@) at 45 min. ! He menwe 70% {Q) 3a 45 xa. - t . 96%
Chlorphenirasming maleale / Xopdesipardiny tamnar NLT 70%{Q) at 45 min. / He mewwe 70% (Q) 22 45 xa. 86 % o
Dexdromanophanindebomide { Bpctrenerondasy fiqpofoondn NLT 70% (Q) at 30 min. / He metwe 70% (2230 xs. 9% %
Uniformity of dosage units/OaropiaHicTs 4ososanuy 0/MHMLL
Paracetamo! / Mapauetanon Acceplance value (AV) NMT 15 / Npisivanite weno {AV) He Ginbiue 15 - 2.32
Caffeine / Kadpele Acceplance value (AV) NMT 15 / Mpwitsanske wecno {AV) He Birswe 15 ] 49
Phenylephring hydrochloride 7 ®erinetipnry ippaxniopiy Acceplance value (AV) NMT 15 / Mpuimanskeuscno {AV}) re Ginswe 15 41
Chhopheniramine maleale / Mropderipeniny vargar Acceplance value (AV) NMT 15 7 Flpuimansie uueno {AV) ke binulue 15 e 7.11
Demehorthentygtobromids | [ cposropdesy fRpporia Acceplance value (AV) NIMT 15 7 MpuAMankHe wiend (AV) e Eumiue 15 263
Relaled substances/Cynpoaigni gosiums
| 4-Aminophenal ] &-Awraderan — NMT 0.1%/ He Ginswe 0.1% o téol elected {He onnenen)
4-chloroatetanilide / 4-xnopauevarinia NMT 10 ppm { He Ginbwe 10 ppm Nat detecied (He ausoneio)
| Any unspecilied Impurity /Byas-ava neaigoma gosiwka | NMT 0.20%/7 He Ginswe 0.20% 0.00%
_Fotal impurilies / Cyma Aoniwox NMT 25% ! He Ginewe 2.5% - 0.01%
Migrobial Limii TestMipoGionoriuna ycrora
| Total aerobic mic:obi“ércbbﬁ-[‘l‘_AMC) ! 3aransHe yncno muTesRarH aepobi rdkpoopranianmia {T; AME}f T
| NMT 1000 CFUIq / Fe Ginswe 1000 KYO/ T I <10 crummvor
Total combine yeasls/ moulds count (TYMC) ] 3aransue Wieno ppikxonix Ta ncHABHX rpuGia {TYMC)
NMT 100 GFUIg / He Binetie 100 KYOIr T 1 <iocruggovon
£ coff | Should be absent per 1 gm / He aenyCKaBTLoR HanoHicT B 1 ¢ Absent (Bincywi)
Assay f KinskicHe sisaHaueHia o
Paracetamal / Mapauetaran NLT 475.0 g and NMT 525.0 mgflzb. / He stenue 475.0 1ar | e Ginelue 5250 wrfiab. | 4800 mgllab (urha)
Cafleine / Kohein NLT 28.5 mg and NMT 31.5 moftab He menue 28.5 rar | He Ginkwse 31.5 mrirab, 300 mydab.(urrab.)
Fhenylephiing Hydroghlorids Kerinethpihy réx NLT 9.5 mg and NMT 0.5 mgftaly. / He weve 9.5 ki 1e Binowe 10.5 wrfrab. 48  maAab.mrrab.)
Chlarpheniraming malealo / Xropderipareny tansar NLT 1.9 mg and NMT 2.1 mgfiab. / He senwe 1.9 ur i He Ginbwe 2.1 Mifrab. 20 mgflabfurliab.)
Mure&nrp’mh,dnhmidzlﬂamwempdmyﬁ.cpcﬁmﬁq NLT 9.5 mg and NMT 10.5 mafiab. / He NeHuig 85 rr i He Ginbiue 10.5 tsrfrab. 98  mghab.(mria6)
CONCLUSION ! BACHOBOK
The tests are performed in accordance wilh MQC of the manulacturer that appraved by MoH of Ukratne.
In e opirfonof tha undersigned the sample referred to above is of slandard quality Is defined In the MOC.
) hevehy certily that the above informalion is aulhentc and accurale. This bakeh of product hias been manufactured, including packagingfiabefing and quality conlre! a4 the above-mentioned site In ful
compliance wilh the GMP requremenis of The local Regulalory Authority and with the specification available in regislration dossier, The baich processing, packaging any analysis records vere reviewed -
found (o be in compliance with GMP.
BHNpobyBanss npacenes siqnealiuo Ao MKST BIPOSHINKA, 1y0 3aTBepANeH Kaksou MO3 Yrpaitd,
JIrinmo BxcHoBKy et anozo, SHIUEBKAIAHHIE APASAK MaE CTaAAPTH Nowadissks AXOCT], nepenGaveni MK,
Lhua 2 30cainuy0, w HAseRena nuge IMthaprayin ¢ Accreeipimio Ta Tous0. L cepha npoayrcii Byno ewpobneso (axmuguan NAKYRIIHR/APEY DAIOM] 13 KOMTPONG T SKOCT K3 BUmE B IPIEH
BHLOOHIYTR AinsHat} RPIBEAEKD ¥ NosHTR sianoBiquocTi 3 Bunoray GMP, pCTaHORNEHN MICURLAY PRIYNATODKMM O ahOM, 3 TAHOK TiAnouigsm fio CREUMEDAT, IO METHTLEA B poccIpatinnsy
£0CoE {1DOTORDNM EUPOBHALTE, NAXYE3HHA T 31aNiiB Gynis mepernaiyti - BETaK0aNEHD nignosinvicTh GMP

[ ) ) L e Person,_authorizing the batch release I QOcoBa, einnonipanstia aa BURYCK capji ' |
P Frngl ot
| BRemaMuiReddy |  |"GM. Qually & Reguiaiory | e VAT [ 27-01-2024 |
Nagme I Npizzmye Position / Necaa S:gratrs § Thnes Date of signatore 7 flata mignesamin

COMBIGRIP DEXA®, tablets Ne §0 batch Me ECD2300381 Zoll32

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLCOB5349
Factory : Plot iNo: 5-8, 5-8, S-13/P & S-14/P TSIIC, Pharma SEZ, Grean Industrial Park, Polepally {V], Jadcherla (M), Mahabubmagar, IN - 509 301. Telangana, india.




AEPFCABHA CHYXPBA 3 JIIKAPCHKHUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Coitnuunoel, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOV 37079055

BUCHOBOK
Npo sIKicTh BBE3eHOro B Yrpaiuy nikapebkoro 3aco6y

29.02.2024 Ne 9902/24/26

KOMBITPHII JEKCA®

(naiimenypanng nixapenkora sacoly 3rindio 3 peceTparifimsM noceisue s
TadseTry, nio 8 Tabnerok y Oicrepi 3 posanru aymominiesol; mo 1 Guicrepy y mavwi 3
Kaprony; no 10 navox y rpynosiii mavyi 3 xapToiy

(dopma mruycky, Jlo3yBanas, BHA NAKYBAIKA ATKapchioro sacoby)
Honep peecrpauifinoro nocsinuenna UA/2068/01/01 crpox nif peecrpauiiinoro nocpisienis HeOBMeKeH Hit
Cepin nirapebkoro 3acofy Ne ECD23009B1 KinbkicTs BreseHoro nikapcskoro sacoGy 26

BupoBhnk Esepromxen Jlait Cacucus Jlimiten, Ingis

(naltmenysanis oupoGiHKa sixapeLkoro sacoBy, kpalti OXOAKEIN)

Beesceno B Yipaity Tosapucrro 3 odMemrenor0 Bignosizamsuicrio "OPTAHOCII
JITI", inenr. kon: 24377666

{Hafiscirysming Ta kol 3a CAPTIOY opusmaiol ocobu ate upiznuute, iv's, no Garkkost
disnunei ocoGir - nianpuesie, 1 sicie nposunaiig Ta pecerpuniitniii nosep ofaikonot
KapTK) OAATHHER TIoAaTkiB aGo cepin ra novep ikicnapra)

MpoTokona eisyansnoroe kontpouo sin 05,02.2024 N 355/2,
JlaGoparopruii ananiz akocti nikapeskoro 2acoBy 3zilicHennii:

HII "Lentpansia nabopaTopis 3 aHanisy akocti MKapchKUX 3acoBiB i Meanurol npoaykilii”
(m.Kuin, Byn. Ky/pascexa 10T m.ICHiB, By Kynpsasceka 8B Kuiscnia o6aacts, . Hosi
[Terpisui, By:n. IsaHa ®pauxa, 19)

(makmenysanng Ta Micucannaxoikenis NaSoparopii, 1o nponena saGoparapusil anuis AxocTi)

Buchonok utoie sxocTi nikapeskoro sacoBy, sunanuii naGoparopieto sin 27,.02.2024 Ne 0372
Pesyusratit naGoparoproro ananisy axocri nixapeskoro 2acoBy 3a nepesipedHMA noxazHikans BIAIOBiAIOTE
BHMOTah METOMIR KOHTPOAID AKOCTI (BHANITHIHO-1IOPMATHEROT DOKYMeHTALIT).

3a peryasTaTAMH  AEPKBBHOTO KOHTPOJKO BCTAHOBAGHO, WO Aikapobkuit 3aciG neezeHo B Vipatuy 3
BOTPUMANNSNM enMor 3aK0HONBCTRA WON0 3a6e3tieueHHn skocTi nigdPenkux acobin,

Havannuuk m/"?f*‘\ Mucona XOJIOJIELIKO
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AEPIKABHA CJIIYIKBA 3 JIKAPCHKUX 3ACOEIB
TA KOHTPOJXO 3A HAPKOTHUKAMM y m. KHEBI

ripos. Hanii Ceivmmuoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs kyiv@dls.gov.va, Kog €LPIIOV 37079055

BHCHOBOK
PO SIKICTE BBeE3e1oro B YKpainy Jikapenioro 3acoly
18.04.2024 N 20777/24/2611
KOMBII'PUAII AEKCA®

(nafisMenypannn NiKAPCLKOIO 3ucoby srimic 3 peccrpauiiinmng TOCBIAYEHHAM)
ratxerkn, no 8 rafnerox y Gaicrepi 3 gonbru amominiesol; mo 1 Oaicrepy y nauni 3
KapTony; mo 10 nawox y rpynosiii navgi 3 KapTony
{¢popsa munyexy, nosysanus, zun NakyBanHs Jixapcukoro sacody)

Houep peecrpauiiinoro nocsignenus UA/2068/01/01 CTpOK 4if peecrpauiiinoro moceixuenna HeoGMeKeHMiT
Cepis nisapcrkoro sacofy Ne ECD23009B1 Kinexicts raesenoro mikapeskoro sacoby 15810

BupoBuik Esepromxen Jlaiid) Caencns Jlimiten, Inuis
(uaiinenysaiing srpobumKa Rnikapcsioro 3acoby, kpaina AOXOIPKEIR)

Baeseno B Yipatiy Tosapuerso 3 o6Mexenolo signobizanbuicrio "OPFAHOCIH
JITH", inenr. won: 24377666

(unitmenypanns Ta xoa 3a CAPIIOY 1opuantnot ocobh abo npissuie, in's, no GaTbros
izneol ocobu - mianpuenus, 7 micue NpOKUBAHI Ta peccTpaniitemii 1tomep obnixosot
kapTiki nAaTHyER ogarkis alo cepis ra nowvep nacnopra)

MpoToxoena sizyansueroe xentpono pix 18,04.2024 X 1338/5.

3a pesynnTataMH  mepKaBHOrQ KONTPOIIO BCTAHOBNEGHO, WI0 Jlidaposkuil 3aci6 meezeno » Yxpainy 3

HAOTPHMAHMSIM BUMOT 3aKOHONARCTBA MO0 3abesneucH akobTifnikapenicix 3aco6is.

Isar BANBOPHUX
&(ﬁm}ac) (iniriam Ta npisouime)
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