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Evertogen Life Sciences Limited

- @ Evertogen

" KOMEICTIAZM®, TaGherc e 20 cepin N2 EPD24001C1

CERTIFICATE OF ANALYSIS

CEPTUOIKAT Ananizy N 21CP24100051

Product name f Haaea nponymyii; ! COMBISPASM® | KOMBICNA3ME

Phannaceutica!fmm}'nikapchxa thopma: [ tablets / Ta6remwm

Strengthipolency ! Cuna AiifaKhaHicTs: I S00 mg {mr) /20 mg (mr)

10 lablets In aluminum blister, 2 biisters in a carton pack

1o 10 Tabrevox 8 anominiesomy Grictepi; no 2 Gricteph & X3pTOMKIA navy
1tablet contain: Paracetarol $00 my, Bicydlomine ydrochionide 20mg
T 1abreTxa wictwms! Nagauerason 500 wr, fuuurnomiy rippaxaopun 20 Mr

Type and size of packaging / Bua | poamip ynaxcai

Achve substances / fiioni pevoamiu:

Manufacturer / BupoSume; Evaﬂngan Life Sciences Limited / Esepromken Nakidy Cacnens Nivites

Plot No: 5-8, 59, S-13/P &8-14/P TSIIC, Pharma SEZ, Green Industrial Park, Potepally (V), Jadcheria (M},
Mahabubnagar, Tetangana, IN- 509 301, India

Address | Apeca: Tnar Ne Ec-8, Ec-9, Ec-1T% va Ec-14MI Ti Ec Aii AR i, ®apma B¢ L Jer, T #i4 lhnasplan Napy, Monenann (8i),
Eavepra (En), MaxabySuarap, Tendnrara, IH-509 301, tuain.
Regisiration cerificale / Peccipajiite nocaiavenss: I UA/IOBB/1/01 Vaiid upto / fiieke qo; — Uniimited term / necBmesxenmii

License No. / Miuyensia Ne: [ﬁmumwzzowm

Batch Mo / Cepin Ne; EPD24001C1 ! Balch size / Poamip cepii: 60000 pad(slynai
Date of manufacture / flata supoSrmytez; 0112024 ] Explry dale / Tepmis npwaatiocs: 0112027 ;

o - - —_—

Test Acceptable criteria (at batch regiize) Result ’

HafmeHysanHi nokaaHmuka ) Kpurepil RpuieHOCT ( Ha BunycK) Pesynerat [

— - ; . ]

Description ' White, round, scored on one side uncoaled lables. - . i
Onuc Tabnetku Gea obonosy Binoro konsopy, KPYINoT opmy, 3 puckolo. Comalies/Signosizae

Identification {by HPLC}H ! ineHTudbikatyia (w5 BEPX)

Reitention tme of the main peak Paracetamol for chromatography test solubion should
match the retention time of the main peak at Paracetamol chromalography standard
solution during the Lest "Assay”

Hac yTpuManHA ronosHarg niky napaugtamony Ha XPOMATOTPEMT BHNPOSGEYAAHOM ;
POXMHY M0BAHEH ChIBRAnATU 3 YACOM YTPHMAHHA TONOBHOIG niky RapayeTamony Ha !
XEOMATOMDas CTAHAZNTHORD POMKY Nif Yac TecTy ¢KinbKicHe BHIHAYEHH Y

a) Paracetamol/ Nagayeramon Complies {Bignosigac)

Retention fme of the main peak Dicyclomine hydrochicride for chromatography lest
solution shouid maich the relenion tme of the main peak at Dicyclomine
hydroghloride chromategraphy standard salution during the test "Assay"

§) Dicydlomine Hydronoride / “at yTpumanne ronostore niky AMLMENOMIHY  FRDOXNOPHAY HA  XpoMaTorpami Complies (Bignoeigac)

Avnoniny riapoxnopua SKNPODOBYBAHOIO PONMHY NOBKMHEH CRIBNEAATH 3 YaCOM YIPUMBHHR FON0RHOID fiky
Anuknomlvy fpoxnopuny Ha xpomatorpans CTAHABPTHOIO POMMHY Nig vAC Tecty
uKinbHicHe BY3Ha4eHHAy
Average weight / Capegmn maca 645 mg (mr) £ 5% 6461 mg {mr)
Not more than 2 tablets from 20 may deviate from average weight more than +5% ang
_— , no orie individual tablet should deviale more than +10%,
g;igg}ﬂ ;J:bW:;%T He Ginuiue wix 2 7a6remiot iz 20 mowyrs mam BIRXANSHHA Bif CEPEAMRLT Macu ;;gg %
Binbwe Wik + 5 % Ta KogHa Tabnemka e NoaKHHa MaTK BAXMASHNA Bifblle Hix )
+10%. :
Hardness f CTitkicTs po poanasnkeans NLT 28.42 N/ He Merwe wim 29,42 H 76 N(H}
Fability ! CupasiicTe BMT 1.0 %! He Ginkive wi 1.0 01 % ;
Disintegration / Poanaganns NMT 15 minutes / He Ginbwe 15 xsuauH 578 min, {xa,) :
Dissclution / Pogumnenns '
aj Paracetamal NLT 75 % (Q) in 30 min. o
a) Napayeramon He meruwe 75 % (Q) npoTsarom 30 xa, ¢
b) Dieyclomine Hydrohloride NLT 75 % (Q)in 45 min. 100 9 !
) Duyranonivy riapoxnopug He memwe 75 % (€) npaTsrom 45 xp, ? ;
COMBISPASM®, tablets Ne 20 batch Me EP24004C1 toilr 2
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Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India, www.evertogen.com, CIN No. U242327G2013PLCOR5349
Factory : Plot No: 5-8, 5-8, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V}, Jadcherta (M), Mahabubnagar, IN - 539 301. Telangana, India.
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) Evertogen

Evertogen Life Sciences Limited

KOMBICNA3ME, rabnaskn Ne 20

cepia Ne EPD24091C1

Uniomity of dosege uns  OavoplaHics aoaosersm o,

a} Paracetamol Meet the requirements £;=15, L=25 10
a} NapaygTauon TosuHie sianosinam sumoram Li=15, L=25 ’
b} Dicyclamine Rydrehlaride Meet the requirements Ly=15, L=25 45
B} AMumknomivy rigpoxnopug Tosyrro sianceiga™ smmoram Ly=15, L=25 )

Related substances / Cynymi aomiusm

| a) Paracetamol / Mapayeranmon

- Byas-AKa Hexigoma foMiwka

- 4-aminophenci NMT 8.1 %/ He Ginbiue wm 0,1 % Not detecled/He arapnaro
- d-chioroacetanitide NMT 10 ppm { He Ginblue swm 10 ppm Not detected/He awnpnens
- Anp unknown impurlty " NIT 0.25 %/ He Ginutie v 0.25 % 001%

(5] Dicyclomiqe Hydrohloride / fluyrkneminy Rapoxnopug

- Any unknown impurity
- Byaw-pra HevigoMa nomilka

NMT 0.20 %
He Ginelwe wum 0,20 %

Not detected/He suasnesin

Assay {at batch realize) Kinkkiche Buanavehis (Ha BUMYCK}

Paracetamol

apayeTamon 475.0 mg {Mr) - 525.0 ma (mr) (95% - 105%) 457.0  mg (ur)
E:f::g’;::;“gﬁ;‘ﬂg;ﬂ: 19.0 g {ur} - 21.0 my ) {95% - 105%) 199 mg ur)
Microbiclogica) test/ MixpoBionorusa wuctoTa
8} Total aerobic microbial count (TAMCY f 3aranshe sueno KKTTEIaTHAX aepobHrix mikpocprariamia (TAMC)
NMT 109 CFUIg / He Sinbute 100 KYOlr ' <10 CFUig (KyOir)
‘;E)Tofal Yeast and moulds fungi count (TYM'C) { 3araninHe YUCTO ApIKAMOSMX | NNicHsBIX pubis (TYMC)
, NMT 102 CFU/g / He Ginsuie 107 KVQIr <10 CFU/g {XYOir)
" 8) Escherichia cofl
: Absent (BineyTi)

Should be absent pert g/ He AOMYCKaETEER HANBKICTE 8 1 T penapaTy

| hereby certify that the

BRUEIFIHAEHIN BAPGOHAYA AinsAu

(0 MICTHTLCA B PaECTPALIAHOMY flocke. MpoTokonm BAPOGHAY

CONCLUSION ) BUCHOBOX

The lesls are parformed in accordance with MAC of the manutaciurer hat approved by MeH of Ukraine,

It #he opinion of the undersigned he sample referred lo above is of standard qualily is defined in the MQGC,
above information is avthentic and accurale. This batch of product has been manufaciured, including packagingfabeling and quality contral at the above-
menlfoned site in full compliance with the GMP requirements of the jocal Regulalory Autharity and with the specification available in regisirafion dossier The batch processing,
packaging and analysis records ware reviewad - found (o be it compliarce with GMP,

Bunpobysanna nposeneni sinnoeinko fo MKS BHPOGHIKS, WO 3aTRepEH! Hakalom MO3 YKpaihiu,
JFAHO BACHGBRY HURUETANKCAHOID, BUILBEKB3AHI 3PAAOK MAE CTAHRAPTHI NOXAIHUKI AKOCT], nrepesBavani MKSL
Lium & aacsimeyre, wo wasenens BHLIE IHPOPMALIR € OCTOBIDHOI T3 TONHON. Lo cepio n

poayryli Byno BUpOBNEHo (BRNINYEICHM NBKYBEHHSHENKYBAKHR) T8 KOHTPONL T AXOCT Ha
Li NPOSEERC ¥ NOBHIN BIANORINACCT 3 AkMorams GMP, BCTAHOBNERWMA MICLEBHM PBIYINTODHIS OpraHom, a Takow BlANOBIRH0 Ao crelwdikal,
TB3, NAKYBEHHR T3 24aRizin Byt NePErFAKYT - BCIBHOBMEHO BIAN0RiRHICTL GMP.

Persoﬁ.' aulhoﬁziﬁg the batch ;eleaseldcoﬁa. Bignosinantia 33 BUNVCK cepli i
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¥ )

ﬁ G. Srinivasa Rao 7

] Manager QA 1 P s |
Name / Mpizsise Pesilion / Nocaga Signalure / Flianre Date of signalwe / flata nigAuCcaHNA
COMBISPASMA, tabiets Mg 20 batch M EFD24001C14 Zoffa2

Office : GV Chambers, 7-2-C8 & C8/2, I.E,, $anathnagar, Hyderabad - 500 018, Telangana,
Factory : Plot No: 5-8, S-9, §-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally (V), ladcherla (M),

india. www.evertegen.com, CIN No. U24232TG2013PLCO8S349

Mahabubnagar, IN - 509 301. Telangana, India.




