Everfogen

Evertogen Life Sciences Limited

UETAGD NAKIC rabnemi, mkpuT nfo 2 30 cepia Ne ELX24004C1

CERTIFICATE OF ANALYSIS
CEPTUQIKAT AHANIY N 21CP24100815

Product name / Haasa npopysyi: II_ CETLO® PLUS | UETNO® NMtOC

Pharmaceutical form / Nikapssia thopma; [ fiim-coaled tablets / TaGnevkn, BKPHTI NNiBkOBOI 0BORGHKCK

Strength/palency { Chna Affaguanicts: | 7.5 mg (rar) £ 5 myg (rr) i

Type and size of packaging / Bisg i poavip ynaxnuqu 10 tablats In biister; 3 blisters in a carqdboard pack / no 10 raGrertox y Bnicrepi; no 3 EnicTepy y KapioHHi% nauuir.ﬂ :

1 film-coaled tablat contain: Dextromethorphan Hydrobromide 7,5 mg; Levocetinizine Dihydrechloride 5 mg
1 rabnetra, oxputa 1o MicTHTh: Dedcrpomeropdany rlgpedpominy 7,5 wr; Tesouetnpuaniry Adrigpoincouny Swr .

Aclive subslances f flircui pevoeu:

Manufacturer / BupoGrm L Evertogen Life Sclences Limited / Esepromre Iaiich Caeneua Rimiren

Plot No: $-8, 89, S-13/P & S-14/P TSIIC, Phamna SEZ, Green Industial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 500 301, India

Adaress | Anpeca: fnor e Ec-8, Ec-9, Ec-13/Mi Ta Ec-14/7ii Ti Ec AR Afi Ci, Papwa Ec 1 3er, Tpin [Hjuacrpian Napx, Nonenanni (Si), ‘
Eavepna (Ers), Maxabybrarap, Tenanraua, 1H-500 301, IHpin o N
Registration certificate / Peecpalyiine nocBienHa: LUAHSG3BIU1101 j . Valid uplo / fivicke go: |r Uniimited term / necBmexenwis ‘

License No. / Fliugnain Ne: ] 19IMNIAPI2014iFIG

BalohNe/ CepiMe: | ELX24004C1 | Batch siza / Poandp cepiic | 20 000 packe/ynac,
Date of manufaclure / flara BlpobHMLTEa: L 1212024 l Expiry dale / TepMin npusarhocri: 5 12/2027 -
7 Yest i Acceptabla crileria {at batch realize) B Result
o Haﬁr.:egaaﬂun noxaskmsa ; Kpurepi npuinamiocri { Ha BMNYCK) Pesynsrar ’

! White, round, biconvex, fim-cozled tablats.

' Description / G : I .
P S Kpyrai aeoonyzni TaBnemvy, Bkpati nniekosoio conokxo Ginore konkopy

i
H
! Complies {Bianooiaag)

The refention time of the major peaks of Levocelirzine Dihydrochloride in the
chromalogram of sample solution correspond to those in fhe chromatogram of
standard solution in the assay Complies {Bianosinae)
Yac yTputyeanss nika ABBOUSTUDAZIHY MUriApOXnOpUAY kA XpoMaTOiparax

CYEHRAPTHOO T2 BURpCHOBYBANAND PO3uMKia Mag pignoRizaT

The relenlion fime of the major peaks of Dextromethorphan Hydrobrormide fn tha |
chromalegram of sample solution correspond to those in the chiromategram of
standard solution In fhe assay. Compfies (Binnosinac)
Yac yTpUMYBAHHA hikg Aexcrpomeropasy rigpobpoMiay Ha XDOMBTOrpaMax b
CT2HAEPTHOIO Td BUNPCOO3Y8aHOD POIYHHIE Mae pinnosigark

! Levocetinizine Dihydrochloride
| Neaouervpuaity BAnopoxnopig

Dextromethamhan Hydrobromide
Descrporeropdhany rinpoBoomin

Average weight / Capeann saca l 103 mg (M) & 7.5% [ 96.22 tng {mr)
Unifarmity of dosage units / Caxopianlcts gososarmx OfHHHUB
——— —_— -
| Levocetifizing Diydrochloride 3
: Jlescuemnpiainy urispoxnopsn AVS150% ; 11.30 % |
+ Dext-ametherphan Hydrobromide ; "
. : : : AV £150% ‘ 710%
: neschqf.fr_cquJaniy rigpobporsia _ S l
F Disintegration / Poznanamus NMT 30 minules / He Ginswe 30 xesnin 02 min. (xs.} 05 sec {cex) :
; Bissolulion f PosuuKenys
! Levocelirizine Dihydrochioride NLT 75 % {Q) in 45 minutes of the declared quantity , 389
ﬂEﬂCl_{ngHSth Aurincoxnopun He menwe 75 % (Q) 3a 45 xewnui ain 3arBReHOT KiRbkocT] ’ _ L
Dextromethorphan Hydrobramide NLT 75 % {Q) In 45 minutes of fe declared quantity : 97 % “
+Bexcipoverophany rigpaBponia He merwe 75 % (Q) 2a 45 xeunun alg 3a58neH0T KinkrooTi i |

Related substarces / Cynpozin posimet

Levacetifizine Dihydrachloride / FlesoueTupaaury AMrippoxnopuay

- Any single impurity . .
| Oxpeni HelpenTndinasant gomitukm NMT 0.5 % / He Binete i 0.5 % Q%%

Totzl impurittes
| Cyma oMok

' Dextromethorphan Hydroi:rriomide ! DexcrpoMeTopdany rinpoSpomig

NMT 1.5% / He Ginewe uix 1.5 %

CETLOD PLUS, fitm-coated tablels Hed0 batch Ne ELX24004C1 1ofis2

) -~
Office : GV Chambers, 7-2-CB & €8/2, I.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. UZ3323TG2013PLC0S5349
Factory : Plat No: 5.8, 5-9, $-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.

Nan #7377
0% 0F A5 A




Evertogen Life Sciences Limited

LETNO® NAKC raGnewus, skpwyi nfo Me 30 capls Ne ELX24004C1

Ar}y;ing!e impurity - I 5 : i 9 0.04%
-L_Oupwi HEBEeHTRAIkOBAN AOMilLKK | NMT 1.0% / He Binsie ik 1.0 % f

. Total impurities ‘ o . ’ o ! 0.18%
it aonivox | NMT20% / He Ginble kix 2.0 % o)

. Residual solvents / 3ammwusosi poasmHhmkm;

‘ lsupropzl _a_rco_hq / l3onpanirosii cnkpt NMT 5000 ppm / He Ginsiwe 5600 ppm - [ 40_|3p_r_n _ ;
" Dichloromethane / Auxnopsietan | NMT 600 ppm / He Binbiwe 600 ppm ) _ ol delected {He gitane«o) E
l A.sska-yi{At batch release) / Kinexicke puanauekns {Ha sunyex cepii) L !
; Levocefiizing Dinydrochioride | 4.75 - 5.25 myflabl. (95-105% of he dectared quantiy) i g i
| Resouetnpuainy RUriAgoXNopHa ! 4.75- 525 mr/atin, (95-105% sin 3aneneHol {IRLXRCCTI) S o]
" Dextromstnorphan Hydrobromide 7.125~ 7.875 mylabl. (95-105% of the declared quanilty) ;

7.21 mg {mr)

llexcipometapdrany rinpoGpomia 7.125 - 7.875 mrfrabn. (95-105% sig 2asenexor KiNbROGTI)
! Microbilogical lest / MixpoSionarima wierota

a) Total aerchic microbial count (TAMC) / 3aranene KinukicTs sesTeyating 3epoBHix Mikpoapraizie (TAMC) 7 I

| NMT 10° CFUIg / He Ginowe 10° Ky Ol R <10 GFUg (KYOR) ]

. B} Total combined yeasts/moulg count {T YMC}/ 3aranone wicno Aplwasosu | nniciagy rpubie (TYMC) _ o )

! NMT 102 CFU/g / He Ginbwe 102 KYOIr 7 <10 CFUfg (qu_r) ‘

8) Escherichia coll Shouk! be absent in 1 g / He fonyckaeTsen warekicTb 8 1 npenzpary _ﬁhsen! (Bincy-rrnil ]
CONCLUSION f BUCHOBOK

The lests are perfarmed in accordance with MQG of the manulfacturer that approvad by MoH of Ukraine.

In the opinfon of the undersigned Ihe sample referced lo above s of standard quality is defined in the MQC.

I heraly cerfily thal the abgve informatan 15 aulhentic and accurate, This balch of preduct has been manufactured, including packagingfabeling and quality cantrol at the above-
mentioned site in full comphance vath the GIAP requirements of the lacal Regulatory Authority and vith the specificafion available in registration dossier, Preduction, packaging and

analysis profocols were reviewed and GMP compliance was confimed.

BunpoBynamin npoeeaei eanasiaie 40 MiA gupobioika, uie 3etaepaxeni Haxazonm MO3 Yepatin.

30HO BHCHAERY MMENNECANDIO, BHWERATAHIN 3pa30k ABE CTAARPTH ROKAZIKN SKOCT, nepenGaer MKH.

L 7 saceinuy, wo maeoena BLe hopMaLA £ AOCTORIPHON Ta TewHow. Lo cepite npoaysuli 6yno aMpoBACHD, oRMOYIMK NaKYBBHHS/MAPKYBAHNA TA XOMTPORb it AKDCTE Ha
Meeaazraueniit eupoBind AinsiuLy nponefexs ¥ noaHifi slarosiakocH 3 smoran GMP, aCTaHOBNEHMMY WMICULBHM PErYRITONMIS OrEHOM, 3 TAKOX BIAN0BIAKG A CnewwdikauT,
WO MICTUTLCH 8 PRECTpaLiosy AOCHE, Flporoxoms sUpOGHUYTED, NaXYBaHKS Ta aHaniza Gymis heparnmryTE - BoTanoanens signosinticn, GMP,

Person, authorizing the balch release/ Qcoba, slnnosiganbha aa aumyck cepii
T

G. Srinvasa Rao i Manager QA ‘%_, | ] 122028 7

Name / Mipiagime Fosilion 7 Nocana Sunalure 7 Thamee ate of signalura | flata nignucanmn

CETLO® PLUS, film-coated tablets Nea0 bateh e ELX24004G1 20fl32

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. wiwvw.evertogen.com, CIN No. U24233TG2013PLCO85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally {V), Jadcherla (), Mzhabubnagar, IN - 509 301, Telangana, india,




AEPIXXABHA CHYXKFBA 3 JIIKAPCHKHX 3ACOBIR
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KUCBI

npoe. Hanif Caitnnuno, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kon EIPIIOY 37079055

BHCHOBOK
NIPO SIKICTL BBEICHOTO B Yepainy gikapcesroro 3acoly

24.02.2025 Ne 8793725726

HETJO® ILJIIOC

(nafimeynauns nivapeskora 3acoBy sriamo 3 peecTpauiiinum NIOCRIUCHHSM)
TabueT, BrpHTi rUIiBKOBOIO obonouxoo; no 10 Tabaeror ¥ Oaicrepi; no 3 Osicrepn y
Kaprouniii xopotui

{(hopna sunycky, nozysainis, snn NaKyBaHHs nikapcekoro sacofy)
Homep peectpauiiinoro nocsinvenns UA/15638/01/01 CTPOK Al peecTpauilinoro nocrifienns HEOGMEIKEHH I
Cepis nikepcuroro sacoby Ne ELX24004C1 Kinskicts saesenoro nikapeskoro sacoGy 112

BirpoBuink Esepromuxen Jaiid Cacncus Jlimirten, Inais

(ralisenysans BHPOOHHKE RiKapcLKOry ucoly, kpalHa noxomxenns)

Bseselo & Vrpainy Torapuerso 3 o6mescenoro Bianosigansuictio "OPTAHOCIH JITA,
inenr, kox: 24377666

(nedisierypanna a kox g CAPMOY 10pnanuIof ocoG abo npiaeHue, isr's, no Gatekon] (hiznunor
ocobi - niarphemu, i Micue NpoXaBania Ta peectpauifinuii nosep abnikonof KapTKu MnaTHHKA
nogarxin abo cepis Ta yoMmep nacnopra)

Hporokon sisyansuore wonrposmo rin 22.01.2025 N 101/01.10-25/16.
flaboparopuuii ananis sxocti nikapcLKoro 3acoby saiicHennii:

HIT "UenTtpantua nabopaTopis 3 ananisy sixocri RiKapeBKHX 3ac06iB | Meauumol nponyxiii"
(M.Kuts, Byn. Kyapssceka 10r M.Kuin, Byn. Kyapsiscexa 8B Kiiscoka obnacts, ¢. Hosi Terpinui,
Byn. [Bana @panka, 19)

(uaiiMenynanin Ta micucsnaxonsenns haGopaTopii, uo nponena naBoparopunii aneais axoeri)

BHCHOBOK WoAO AKkoCTi Nikapeskaro 3acoby, punannii naGoparopieio rig 20,02.2025 Ne 0196

Pesynsraty naGopatophora ananisy axocti nixapcskore 3acofy 3a nepesipenHMi NoKkasHUkaMu sianosigawre
BIIMOraM MEeTOAIB KOHTPOMIO AKOCT] {ananiruvHo-HOpMaTHENHOT RORyMeHTaui).

3a  pesynbrarasmi OCPKARIOrG  KOHTPOAIO  BCTAHOBAGHO,  LIO fikapenknii  3aci6  boeseno B Vipainy 3
AOTPHMANHAM BuMOr 3aKOHONABETEA WOMO 3a6e3neyeHIs aKocTi nixaft}’mlx 3acobin.
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HAEPIKABHA CIYXKBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos, Haaii Ceitnuunot, 3, 02099, ren, (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kog €PIIOY 37079055

BHCHOBOK
PO SIKiCTH BBE3CHOro B Ykpaiiy JikapenKoro 3acoly
13.03.2025 Ne 12781/25/2611
HETJO® INJIIOC

(haiimenysanns ixapchkoro ancoBy ritio 3 peceTpauifinmy nocsiovemni i)
Tabsaerku, pipuTi naiBKoLo10 ofooMK010; 1o 10 TabeToxK Yy Gaictepi; no 3 Gnicrepn y
KapTONNii 1copo6ui

(diopMa BunycKy, NO3YBAHNY, BUA HAKYBRHHA nikapeskoro sacoby)
Homep peecrpauiinoro nocsinuens UA/15638/01/01 crpok ait peccTpauifinoro nocoinuenns HeOGMeKEHMET
Cepia nikapebkoro 3acoty Ne ELX24004C1 KinbkicTs paeseroro aikapcbkoro sacoby 18592

BupaGuuk Enepromxen Jlaiip Caencus Jlimiten, Inmis

{nafiMenyparitg BHpoGHIKa Jikapcykoro zacoly, kpafha NOXOAMEHHA)

Beesero & Yrpainy Tosapucreo 3 o6mesxenoro pinuosiganbuicrio "OPTAHOCIH
JITIO", incor. won: 24377666

{iadisenynus Ta koa 3a EAPTIOY opraiunol ocobi a6o npiznKue, iM'Y. no Gatnkoni
(hizunsol ocodu - nianpiemus, I Micuc npoxMeang Ta peeetpanifinui HoMep obnikosoi
RAPTKH T nonarkis aGo cepin Ta Honmep nacnopra)

lMpoToxon pisyaasnoro wonrposio six 13.03.2025 M 797/01.10-25/6.

32 pesynnTaTaMM  QCPWABHOTO KOHTPOAIO BCTAHOBAENO, WO NigApeskuii 3aci6 seeseo o Yipainy 3
AOTPHMANHAM suMor 3akonozancrsa oo sabesneverin akool) Jlikapcrxux 3acobis,
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