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Evertogen Life Sciences Limited

KOMBICTIAIMS, Tabnetkn Na 100 cepin Ne EPD2300501

CERTIFICATE OF ANALYSIS

CEPTHOIKAT Ananizy " 21CP23100413

Product name { Haapa npoaywi: LCOMBESPASM@ 1 KOMEICTIA3NME

Pharmaceutical form / NMikapekka opma: I tablets / vabnenm

Strengthipotency / Guna aiffakrdenicTs: jﬂ} @g (Mr} /20 mg (mr)

0 lablels in atuminum blister, 10 blisters in a carton pack

Type and size of packaging / Bug T poamip ynarosiy no 10 Tabrerok @ anMiHiesomy Brictepi; no 10 Gricepia & kapvouwii nady

1 tablet contain; Paracetamol 500 mg, Dicyclomine Hydrochloride 20 mg
1 ralineTka MicTs: Napayetamon 500 mr, fuuymknominy rinpoxnapig 20 mr

Active substances / Bilou pefosmsr:

.

Manufacturer / BupoGrgic ]ﬂ/ertogen Life Seiences Limited 7 Esepromyen Naii Caenens Finireg

Plot No: §-8, 5-9, 5-13/P & S-4/P TSIIC, Pharma SEZ, Green Indusina) Park, Polepally (), Jadcheria (M),
Mahabubnagar, Telangana, IN — 509 301, Indta

Address | Aupeca: Nnor Me £2-8, Ec-9, Ec-134 Ta Ec-14/M Ti Ec A ARCIL ®apma E¢ | der, Mpin InaacTpian Napk, flonenanni {Bi).
Enepna {Ew), MaxabyBharsp, Tenarrara, IH-509 304 G
Registration certiicate / Pescmauiiine nocsiguess: LUA!3088.'011'01 ] Valid upto / isicke no: unffmiied tern / HeoGmexe i ]
License No.  ijersin Ne: | 9IMNIAPI20TAIFIG
Batch Ne f Cepia Ne: EPD23005D1 Bakch size / Poswip capi: L 12000 packs/ ynax. —l
Date of manufacture { flara BipobumyTea: L §1i2023 Expiry date /Tepuin npaganioeri: [ 07/2026
Test Acceptabie criteria (at hatch tealize) Result
HalimeHypanma noxaanmka Kpurepli npuinameoc { Ha BHIYCK) PesyaLtar
Description White, round, scored on one side uncoated tablets, I . .
Omvc Tabnet Ge3 obonotky Ginoro KONL0py, kpyrnal iopmm, a puckoso. Complies (Bianosigac)

denliication (by HPLC)  errvpian (A BEPX)

Retention time of the main peak Paracetamel for chromatography test solufion should
match the retertion time of the main peak at Paracetamol chromatography standard
solution during the test "Assay”

Yac yrpumanna (oneeHoro iKY N3PELIeTaMOny Ha xpoMaTomani BHpcBoBYBaHOre
POIUHY NOBAHEH CHIBNGAATY 3 YacoM YTPAMAHHA [onoBHOMD niky napaueramMony Ha
XPOMATOTpaMi CTAHIABTHOMO POsNMKY Nig Yac TeCTy «Kim¥icHe BuaHaveHKan

Paracetamolf Napayeramon Complies {(Binnoeinag)

Retention fime of the main peak Dicycloming hydrochioride for chromatography test
selution shoutd match the retention time of the main peak at Dicyclomine hydrochloride
! . . chromatography standarg salution during the test "Assay*
Eﬁ:ﬂs&:}’ H;E;Zii?gg:ﬂ Hac yTpimaris ronoaHoro niky uuMknomsy rlapoxniopuay Ha xpomatorpami Compiies (Bianosiaae)
BANPOGOBYBAHOTC POSMUHY NoBMHEN CMHENAAATY 3 YACOM YIMMEHHS (ONOBHOMD filky
RHGEKNONIHY riapaxniopiy Ha Xpomaropaml cTangapTHoo POIHMKY R Yac TecTy
#KinbxitHe BUAHAYSHHSY

Average weight / Cepesm maca 645 mg (wr) + 5% 65230 mg (mn)
' Not mora thar 2 tablets from 20 may deviate Fom average weight more than +5% and
Unifomf[y_ of weight -To one i'ndivifjual tablat sho_uld deviate more thap +10%. ) ) . 45 %
OavopigricTs macy He Ginkiite Hixk 2 Tabnem ia 20 MOKYTL MaTW BIAXMNEHHA B CapaIHbOT Mack Siruwe +3.5
i Hik £ 5 % Ta ¥oHa 1abneTya e N0BUHHA MaTH BiAXUTEHHR Binkiue Hik +10%,
Hardnass { Criikic . 4o pospaemiosaniia NLT 28.42 N/ He menure yam 26 42 H 156.66 N{H)
" Friabillty | Crapasicn, NMT 1.0 %/ He Sineine wi 1.0 % 08 %
-.ﬁégr;iegraﬁon { Posnapates NMT 15 minutes / He 6inoiue 15 xunmn 07.23 us.rﬁhj(;c;)kmm
Dissoiution / Poaunrenis ]
Paracetamol f Napauetamon NLT75 % (Q) in 30 min, { He wene 75 % (@) npotsirom 30 xa. 97 %
Dicyclerine Hydrohloride f Hnyaknominy eix NLT 75 % (Q)in 45 min. { He mewwe 75 % {Q) npoTsirom 45 xa, 96 %
Unfomdy of dosage unis/OppepigHon. Amosarix O
Paracetamol / Napaygramon | Meel the requirements Li=15, Ls=25 / Moewusmo slgnoeinam amoram Li=15, L=05 19 B
COMBISPASN®, tablets i 100 batch Ne EPD2300501 tof32
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Office : GV Chambers, 7-2-C8 & C8/2, L.E,, Sanathnagar, Ryderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, UZ4232TG2013PLCDSS349
Factory : Plet No: $-8, 5-9, $-13/P & $-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, lN/OQ 301. Tefangape, India
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& Evertogen

Everz‘bgm Life Sciences Limited

KOMBICAIAIM®, TaBrerku Ne 100 cepis Ne EPD23005D1
Dicyclomine Hydrohioride { Bmgnonsing rix Meet the requirements L=15, L=25 (oBmro BlanGBiAa™ Bumoram Li=15, 1:=25 3.0
Related substances / CynyTHi poMitumm
Paracetame! / flapaueramon
- 4-aminopheno! NMT 0.1 %/ He Bimniue wim 0.4 % BOL {HMB}

- 4-chlaroacatanilide NMT 10 ppm / He Gintute wew 10 ppm

Not detected {He suaaneno)

- Any unknown impurity

\ . NMT 0.25 %/ He 6inbie wum 0.25 %
- ByAe-Aka weslgoma gowiuka

0.01%

Dicyclomine Hydrohloride / Anypxnonivy rigpaxnopay

NMT 0.20 %
He Ginswe vum 0.20 %

~ Any unknown impurity
~ Byab-ska Hesigoma Jomiwra

Mot delected (He Buaneso)

Assay / KinbiicHe BreHauEHH:

Paracetamol / MNapaueramon 475.0 mg {mr}- 525.0 mg () (95% - 105%)

4855  mg (wr)

Dicyclomine Hyémch!oddelnnqnmuéuy ] 198 mg (wr}-210 mg (ur} (95% - 105%)

200 mg {un)

Microbiological tast / MikpoSionorima HHCTOTA

Total aerobic microbial count {TAMC)  3aranuHe wneno XUTTEINATHAX a2p0BHux MiKpoapraHismia (FAMC)

[ NMT 105 CFUIg / He Siewe 10 Kyon

| <10 crup (KYOL)

Total Yeast and moulds fungi count (TYMG) / Zaranbhe yieno APIHIOBAX | AiCHsNK puGia {TYMC)

| NMT 100 CFUip / He Bimue 107 kyO-

| <10 CFUig (KYOrr)

Estherichia colf

' Should be absent per 1 4/ He nonyckaeToon sasaicrs 51 npenapary

| Absent (BiaoyTi)

CONCLUSION { BUCHOBOK

The tesls are performed in accordance with MQC of the manuiacturer that approved by MoH of Ukraine.
In the aginion of the: undersigned the sampls referred o above s of standard qualily is defined in the MQG
| herehy certify that the above information is authentic and accurale, This batch of product has

packaging and analysis records were reviewed - fourd fo be in compliance with GMP.
BunpoSysanin npossieni Binnosigro oo MKS HPOGHARB, WD 3aTBeGMEH] Hakaiom MO3 Yipaitm,
3rinso encHoRky HIKSENIAMKCIHOTS, BALIEBKATAHUA 3pal0k mag CYAHARPTH! NoKaIMMKH ARGCTI, nepenbayed! RKS,

SHILRIAEISHIA BUpoBHML AlNbEAL APOBEASHG ¥ NoBMik BignosigHocTi
L0 MICTUTECA B PRecTpaUiAHoMy focse. TpoTokeni BHPOBHHMLLTEA, (1aKyBaHHA Ta aHanizie Y nepemMAnyT: - BCTasoBNeHo BignoBigHicTs GMP.

been manufactured, including packaginglabeling and quality conirel af the above-
menboned site In full compliance wih the GMP requirements of the focal Regulalory Aulhority and with the specification available in registration dossier. Tha baich processing,

U 5 saceinayio, wo Hadenena BUwe indopmauis ¢ AOCTORIPHON Ta To4HoK, Lio cepiio npoayegt Gyno supoBinero (Bkmovaiosy NEKyBaHHAMapkyBaHHR}
3 Buioram GMP, ecrancanesmmy MICLEBMM PEIYIITTOPHIM OPTanoM, & T2k BANORIING flo creuuhikau,

Ta kormons W akoer! wa

Person, authorizing the batch release | Ocofa, Bianoslganciy ag BHIYCK copii
¥

]

[~
I G. Srinivasa Rao

] L Manager QA I l ,zw
Name / [ipizanwe Position 7 Mocaga Signalure / Tignic
COMBISPASMO, tablets Me 100 batch Ne EPDZ300501

L

17-08-2023

Date of signature 7 flata  nignicatog

Zofl32

Office : GV Chambers, 7.2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana,

india. www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factary: Plot No: 5-8, 5-9, s.313/p & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, N - 509 301, Telangana, India.




