JAEPKIIKCIIYXBA
AEPKABHA CJIYKBA 3 TIKAPCBKHX 3ACOFBRIB
TA KOHTPO.IIO 3A HAPKOTHKAMM y m. KHEBI

BYJL. bepesnsxiecoka, 29, Kuis, 02098, ten./daxc: (044) 550-23-535, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog EPTIOY 37079055

BHUCHOBOK
PO SIKICTH BBE3EHOr0 B YKpaiHy JiKapchKoro 3acody
15.04.2021 Ne 19833/21/2611
KOMBICIHIAZM®

(HaitMeHyBaHHA NiKAPCHKOTO 3ac00Y 3MUIHO 3 PEECTPALIAHAM TOCBITYCHHAM)
Tadxerkn; mo 10 TadieTox B amwminieBoMy Oaicrepi; no 10 aicrepis B KapToHHIH navmi

(dopMa BUmyCKy, NO3YBaHHSA, BUA [IAKYBAHHS TiKAPCHKOTO 3ac0fy)
Howmep peectpaniitroro moceizsenns UA/3088/01/01 crpox xii peecrpanitinoro noceizaenns HeoOMex eI
Cepisa nikapcekoro sacobfy Ne EPD21010D1 Kinpkicts BBe3€HOTO MiKapeskoro 3acoby 11712

BupoGHuk Esepromxes Jlaiid Cacncns Jlimiten, Inpis

(naiimeryBanns BUPOBHMKS MTiKapCEROro 3acofy, KpaiHa MOXOLKeH: )

BBeeseHo B Vipainy TosapucTeo 3 o0Mexenoro BinmosinanpuicTio "OPTAHOCIH
JIT/I", inent. woa: 24377666

(HabimenyBanns Ta koA 33 CAPTIOY wopuauunof ocobu afio npiseuiLe, imM', no GATEKOB
tisnamol ocolu - nignpremu, i MiCIie NPOKNABAHHS Ta PeeCTpPANIHHAT HoMep 05NiKoBOT
KAapTKH NAATHWKE NOAATKIB afo cepid Ta HOMep Nacmopra)

IpoTtokon Bisyaasaoro koutpomo ein 15.04.2021 Ne 1196/9.

3a pesylbraTamu JEPAABHOTO KOHTPONEC BCTAHOBACHO, WO fikapchkuit 3aci6 BeeseHo B YipalHy 3

XOTPHMAaHHHM BUMOT 3aKOHOJABCTRA WOA0 3a0e3NeueHHs AKOCT] IjRAPCHKMX 3ac00iB.

i

Mikona XOJIOOEHKO

(mimnuc) (iniriany Ta npissume)

Havansuux

(rocanosa ocoba o%
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Evertogen Life Sciences Limited

KOMBICITAIM®, Tadaericn Na 100 (10x10} cepin Ne EPD21010D1
CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAIIIY

Certificate No. / Ceprmdixar Ne: 21CP21100678

Product name: COMBISPASM®

Ha3zna npoaykuii: KOMEICITA3M®

Pharmaceutical form: tablets

Jlikapeska gopae: TabNeTkH

Strength/potency: 500 mg /20 mg

Cuan atfakTHBIneTD: 500 Mr/ 20 Mr

Type and size of packaging: 10 tablets in aluminuem blister, 10 blisters in a carton pack

BRI i poaMip ynakoenkn: no 10 tabaetok B anionmiticsomy Gnicrepi: ne 10 Gnictepis B kapTonAiii nasul

Active substances: ] fablet contain: Paracetamol 500 mg, Dicyclomine Hydrochloride 20 mg

N pesoninn: ] Tabnetxa micTie: [apavetamon 500 mr, ntmgnomMiy rigpoxncpua 20 Mr

Manufacturer: Evertogen Life Sciences Limited

Bupodin: Esepromier Jlasid Cachcns Jlimiten

_ Plot No: §-8, 8-9, S-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),

Addrcss: Mahabubnagar, Telangana, IN - 509 301, [ndia

Appeca: Tnot Me Ec-8, Ec-9, Ec-13/TTi Ta Ec-14/TTi Ti Ec Aii Aii Ci, hapma Ec [ 3et, I'pid Ingactpian [apk, Monenani

{Bi}, €Enuepna (Em), MaxadyGuarap, Tenanrana, IH-509 301, Iunin

chlstratt_c:n certificate; UA/3088/01/01 Valid upto: Unlimited term

Pecerpauiiine noceiaNenIn: Hiiicne go: | Heobmexxenmii

License No. / Jlineusin Ne: I9/MN/AP2014/F/G

Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepia Mo Jlata BupoGHnuTEA Tepmilt IPUANTHOCTI Po3nip cepil (ymak.}
EPD21010D1 02/2021 0242024 12 000
Test Acceptable criteria Result
HafiMenyBanna noxaiaka Kputepil npriinsgriocTi Pesyavtar
Description White, round, scored on one side uncoated tablets. Complics/Bianosinge
Onne Tabnetkn 6¢c3 05G0NONKAN GINOTD KONLOPY,; KDYTHOT POPMH, 3 PHCKMO. P &

Edentification (by HPLC) / Inenrmpiania (m-1 BEP'X)

Retention time of the main peak Paracetamol for chromatography test
solution should match the retention time of the main peak at
Paracetamol chromatography standard solution during the test "Assay™
a) Paracetamol/ [Tapauetamon Yac yIpHMAHHA CONOBHOCO NiKy MADAleTaMONY HA XpoMaTorpamMi Complics / Bianoeinac
eHNpOHCRYBAHOTO POIYHILY MOBHHEH CNIBNANATI 3 YACOM YTPHMANHA
FOROBHONO NiKY NAPALETAMONY HA XPOMATOTPAMI CTAHAAPTHOTO
Po3HHIY Nif 9ac TecTy «KiNLKicHe BH3HAUCHHAD

Retention time of the main peak Dicyclomine hydrochloride for
chromatography test solution shoutd match the retention time of the
main peak at Dicyclomine hydrochloride chromatography standard
sotution during the test "Assay"

Yac yTpHMAKHA CONOBHOCO MKy NMUMKNOMIHY MiAPOXNOPHEY Ha Complics / Bianosizac
XpoMaTorpaMi sHIpoOodYBAHOrO POIUHHY NMOBHHEH CRIBNAAATH 3
YACOM YTPHMAHHA TONORHOTO MKy AHUHKAOMIHY [iNpoXnopHny Ha
XPOMATOrpaMi CTAHNAPTHONG POIUKIY Mia vac Tecty «Kinbkicne

6) Dicyclomine Hydrohloride /
JuuuxnoMiny riapoxnopng,

BHIHAHSHHAYD
Average weight 645 mg £ 5% 64332 M2
Cepeansa Maca 645 Mr & 5% Mr
Nat more than 2 tablets from 20 may deviate from average weight more
Dnifotmity ofweight than 15% am{l Ao one indivi@ua] tablet should de\fiate more th?n *£10%. +1.94
Oiropiiicrs iien He Ginbwe wix 2 TabneTic i3 20 MOXYTS MATH BUIXHACHRA BLL l 5 %o
cepeiEsot pacu Ginktue nik £+ 5 % Ta xoaHa TabNeTKA HE NOBHHHA T
MATIL BiaXunetya Giasie Hine +10%.
Hardness NLT 2942 N 207.08 N
CriiikicTi, 1o pezaanmonaina He MeHWwe usa 29.42 H : I1
Friability / CrinpanicTe NMT 1.0 % / He Ginsue uam 1.0 % 0.2 %
Disintegration NMT 15 minutes 273 min.
Poanaganis He Ginpwe 15 xpinni * XE.
Dissolution / Po3aumnenns
a) Paracetamol NLT 75 % {Q) in 30 min,
a) [TapaueTamon He amermme 75 % {Q) opotarom 30 xb.
b) Dicyclomine Hydrohloride NLT 75 % {Q)in 45 min.
6) JIMUHKNOMIEY Tiapoxmopua He menine 75 % {Q) npotaron 45 xs.

COMBISIASM®, tablets Ne 100 (10x13) batch Ne EPD21010D1 10fa 2

Office : GV Chambers, 7-2-CB & CB/2, I.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industriai Park, Polepally (V), Jadcheria (M), Mahabubnagar, IN - 509 301. Talangana, India.
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KOMBGICIIAZM®, Tadmericn Ne 100 (10x10) cepisn Ne EPD21010D1
Uniformity of dosage units / QOquepinpicTs A0300am ¢Inmms
a) Paracetamol Meet the requirements Ly=15, L=25 231
a} [Napaueramon TTOBHHHC BiMOBINATH BMoraM Li=15, L,=25 :
b) Dicyclomine Hydrohloride Meet the requirements Ly=15, L,=25 4.07
6) JnuMKknosiny rinpoxnopui TIoBHEHHO BignoaigaTy BHMoram L;=15, L,=25 i
Related substances / CynyTni gomimin
a) Paracetamol / Tapanceramos
. NMT 0.1 %
- 4-aminophenol He 6inbue wnm 0,1 % Not detected/He punsacuo
- NMT 10 ppm

« 4-chloroacetanilide He Ginbitie yeis 10 ppm Mot detected/He pisaeche
- Any unknown impurity NMT .25 % 0.004 %
- ByAL-Axa HeBimoMa aoMilKa He Bineite uum .25 % i °
@) Dicyclomine Hydrohloride / Jinmecrominy riapoxnopug
- Any unknown impurity NMT 0.20 %
- byAp-sika HeRrinoMa AOMillka He Ginnie gum 0.20 % Mukideteated/ e samaizan
Assay / Kinskicite Biastaucnim )
Paracetamol / [Tapauetaston
At batch release 475.0 mg — 525.0 mg (95% - 105%)
Bumycs 475.0 mr— 525.0 mr {95% - 105%) so13 ME
Shelf life 4500 mg — 550.0 mg (30% - 110%) T omr
Tepsit npuaaTHOCTI 450,00 mr = 550.0 M (90% - 110%%)
Dicyclomine Hydrochloride / Inunkaosiny rizpoxaopinn
At batch release 19.0 mg — 21.0 mg (95% - 105%)
Bnmyck 19,0 arr = 210 pr (953% - [05%5) 20.1 mg
Shelf life 18.0 mg - 22.0 mg (90% - 110%) ' ML
TepMiH npuaaTHoCT 18.0 mar — 22.0 mr (90% - 110%)
Microbiological test / Mixpofionoriuna wnerora
:i%?ﬁ::;ﬂ?&?:iﬁgg c:ruun}:fl;??;l)ux NMT 10° CFU/g <10 CFU/g

_ Sk % P He Ginsiue 10° KYO/r KYO/r
Mikpoopranizstie {TAMC)
it e e ey |QMTICORUR a0 CRUE
rpudis (TYMC)

ey : Should be absentper i g Absent
o) Escherschia.coll IIe monycexaernen HaasaicTs b L r npenapaty Bincyrni
CONCLUSION / BHCHOBOK

The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Uksaine.

[n the epinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and quality
control at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification availabie in
registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP,

BunpoGynatma nposeneHi sianosinne se MICT supobunka, woe sateepmxeri naxazom MO3 Ykpainm.

3rinno BHCHOBKY HHKYENIANHCAHOTO, BHILEBKA3AILMIT IPABOK MAE CTANKADTHI NOKAZHMKM AKOCTI, NepeadaveHi ML

LInM A 3acBiAgyI0, W0 HABEAeia BrILE ildopMaLia € A0cTOBIpHOW Ta TouHolo. Lo cepiio nponykuii 6yro BupobaeHo (BXMOUAIOUH NAKYBAHHA/MAPKYBARRA)
Ta KOHTpOAL if AKOCTI Ha BHuesastrauciit BipoOUUYil Ainbiit npopeseno y nooHil pianosinuecti 3 pasoram GMP, pcranopnennmi mMicuesim
PEryNATOPHHAL OPraHOM, 4 TakONe BIANOBINAG Ao cneundikanii, wo MicTHTLCA B peccTpauifinoMy nocie. ITpoTokonu pupofiiiTDa, NAaKysaHHA Ta aHANIiB
HyAH NeperaanyTi - BCTAHOBAEHO BiamopiaRicTs GMP.

Name .
Hpizenute (;1 s S-ﬂ‘m v/ [Lecn
Paosition of person anthorizing the batch release ' ’
Iocana ocofiin, AKA BMAANA J0IBIT HA BNNYCK cCpil P sue - /.)'Q 4
Signature of person authorizing the batch release J 4 =
Mianuc ocofu, Aka BUAINA 103Bi0 UA BAMYCK cepil A
Date of signatitre 2y IUL/ ﬂul]

HaTa mianncanun

20lfz2

COMBISPASM®, tableis Ne 100 (10x10) batch Ne EPD21010D1

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CiN No. U24232TG2013PLC085349
Factary : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Pack, Polepally {V}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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