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- JAEPHIIIKCIIYKBA
HEPKABHA CHVKEBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHE€BI

Byn. Bepesnaxieceka, 29, Kuie, 02098, ten./dakc: (044) 550-23-55, e {044) 550-20-55
E-mail: dIs kyiv@dls.gov.ua https://www.dls.gov.ua, Kox €JIPIIOV 37079055

BHCHOBOK
Npo SIKiCTH BEE3EHOT0 B Y KpaiHy JiKApChKOro 3acoby

01.02.2021 Ne 3653/21/2611

KOMBICHAZM®

{nailMenyBsaHas NixapeEKoro 3aco0y 3rinHo 3 peecrpauiiuuM TIOCBLIYCHHIM)
Tadaerky; 1o 10 TabaeTox B amominiesomy HiicTepi; mo 2 dJricTepH B KapToHuil nawyni

{dhopma BunyCKY, RO3YBAKHS, BHI NAKYBAHHS JKAPCEROTO 32c08y)

Homep peectpauiiisioro nocsimseass UA/3088/01/01 crpok aif peecrpaniitnoro nocsinenis EeoOMeKe Rl

Cepix nixapesroro zacofy Ne EPD20021C1 Kinexicts sBeseHoro ikapeskoro zacody 58500
Bupofraxk Esepromxen Jlaid Cacacuz Jimiten, Tamis
(nafivenysannz srpobHHIa AIKAPCHKOrO 5ac0fy, Kpala FIOXOIKCHHS)
Beeseno B Vipaiuy Torapuerso 2 obmexenown sianosinamsnicro "OPTAHOCIH JIT",
inen. vox: 24377666

(madivedysanis 2 koa 32 €JIPIIOY ropwmaanoi ocofu aGo npissuite, M4, 00 GATEKOB] dizmnol
ocofu - ninapremng, U micus NPUKMBAEAS TA peecTpauibiigi RoMep 06ixozol KapTKH THIATHHKA
noAaTKie abo cepis ta HomMep macnopTa)

Iporoke.a Bisyassuoro xeurpome sig 01.02.2021 N 307/2.

32 PesyIRTATAMM  AECPIEABHOTO KOHTPOIIO  BCTAHOBJICHO, IHO NikapChkuil 3acif emeseno B Vipalny 3
AOTPUMAHHSIM BUMOT 3aKOHOAARCTER 10/ 3a0¢3NeYeR S AKOCTI NIKAPCHKAX 38C0618.
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Evertogen Life Sciences Limited

KOMBICIHABM®, Tabnericn No 20

CERTIFICATE OF ANALYSIS
CEPTHMIKAT AHANIZY

cepig Ne EPD26021CH

Cnaa Ri/AKTHRHICTS:

Certificate No.:

Cepriediscay No: SECETRING S
Product name: COMBISPASM®
Hazpa nporykuii: KOMBICTIAIM®
Pharmaceatical form: tabiets

Jikapesia dopaa: TabneTM
Strength/poteney: 560 mz /20 mg

500 wr / 20 mr

Type and size of packaging:
Bag i poastip yankosin!

1§ tablets in alumiaum blister, 2 blisters in a carton pack
no i rafneTox s amonivicsoMy baictepi; no 2 SricTepH B kapTOUHIH nay

! tablet contain: Paracetamol 500 mg, Dicyclomine Hydrochloride 20 mg

{Bi}, E€pucpna (Ear), Maxabybuarap, Tenauraua, IH-509 301, lunis

Active substances:
HAoyi peuosuie: | Ta@neTxa sticTires: IapaueTtamon 500 mr, Juwpnomisy rizpoxaopua 20 Mr
Manufacturer: Everniogen Life Sciences Limited
BrpoGrusic: Enepromuxen Jaiid Cacuona Jimiten
Plot No: §-8, 8-8, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Pack, Polepally {V), Jadcherla (M),
Address: Mahabubnagar, Telangana, IN - 509 301, India
Anpeea: not Ne Ec-8, Ec-9, Ec-13/T1i Ta Ec-14/f1i Ti Ec A#i A Ci, ®apma Ee I 3er, I'piu Iunacrpian Hapk, Nosenamni

Omniie

Tatnetii 623 ofoaouky Ginoro koanopy, kpyrnof dopmit, 3 pRGKOIO.

Registration certificate: g Valid upto: | Unlimited term
Pecorpaaiiine noceiguensn: UGG Hiftene go: | Heofmexneuni
License No.: E . S
Tinensis No- I9/MN/API2ZN4IB/G

Batch Na Date of manulacture Expiry date Bateh size {pacls)

Cepin Ne JaTa rapobmirna TepMin RPHAATHOCH Posnvip eepil (ynax.)

EPD2321C1L 1172024 1172023 60 000
Test Acceptable criteria Result
HaiMeuyBaaus noRa3 gk K purepil apuiluateocri Peaysisrar

Yrescription White, round, scored on ong side uncoated tablets.

Complics/Bignonijuc

Hdenfification (by HPLC) / Iaewrudirvarda {(m-n BEPX)

a) Paracetamol/ Napaveranion

Retention time of the main peak Paracetamol for chromatography test solution
should match the retention time of the main peak at Paracetamol
chromatography standard solotion during the test “Assay”

Yac ytpriManss roacBHOro RIKY MAapauseTasMony #a XpoMarorpani
BURPoBOBYBAHOTO PO3URAY ACBMHEH CHIBIAKATH 3 YaCOM YTPHMAHHAS
FONCBHOrO MKY HAPALICTAMONY HA XPONMATOTPAM] CTAHARPTHOTO POIUMHY Nij
wac tecty «KinpKicHe BIBHANSHHD)

Complies / Biznonizae

6} Dicyclomine Hydroldoride /
Jliaominy rapoxXnopra

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

Hac YIPAMAHA IONOBHOFO [IKY AHLEI0MINY FIAPOXTOPHIY i
XPoMaTOrpasi BHIpoBOBYBAHOO PO3UsIAY TICBANCH CRIBIANATH 3 YAcoM
YTPUM2IHA TOROBHOTO MKy MIHKTOMIMY FIIPOXIOPHAY Ha XpoMaTorpasmi
CTAHZAPTHOTD POIHMIY I ¥ac TecTy «KinbkicHe BRIHANCHI

Comptics / Binsiopizac

Average weight 645 mg £ 5% g

Cepenns maca 645 prt 3% My
Not more than 2 tablets from 20 may deviate from average weight merg;m”an :

. 2 . +5% and no one individual tablet should deviate more than :blﬁ%é‘ g A B
Uniformity of weight b
0 Lo He 6inbue six 2 TaGreTxs i3 20 Moy Te Mati plaximctian 5igf ecp\,,z(ﬂ!;m Ya
gropiauicTs Macs N R
‘ sancH Ginpwe v = 5 % Tamoana rabneTra ne nosunLa May uﬂ}{xﬁmu 1 “+1.53

Oinsiue uing £10%. HEY, iz %

Hardness MNLT 2942 N 215 6 N

Crifigicrs a0 pospasosanisn He menme win 29.42 H ol H

Friability NMT L0 %

Crupaniers He Sinptire unn 1.0 %

Disintegration
Poan AL

NMT 15 minutes
He Gijnwe 15 xounan

min.

Dissolution / Peavnciun

a) Paracetamol
a) IMapacerason

NLTF 75 % {Q) in 30 min.
He nenme 75 % (Q) npotsrom 30 xs.

COMBISPASM®, tahlets N 20

hateh N EPD20621CH

¢

TP 3
Office : GY Chambers, 7-2-C8 & C8/2, 1., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen. Coz:%ﬂo 24232TG2013PLCOBS349

Factorv : Plot No; S 8.5-9.5- 13!P & 5-14/P TSHC, Pharma S£Z Greep Industrial Park, Polepally [V), Jadcheria {Ml], Mahabubnagar, IN - 509 301, Telangana, India.

c,e/d/z b or gﬂfo_gi : 1 ,

Tolls2




Evertogen Life Sciences Limited

KOMBICIIASM®, Tabnerku Ne 20 cepin Ne EPD20021C1
3] Dicyciamige I-Iy_r]:ohloride NLT 73 % (Q)in 45 min, 9420 %
§) Jrugxaomiiy riapoxiopHa He menue 75 % (Q) mporaros 45 xn, ’
hiforniity of dosage unity/ OnHopianicys S030BAHX GLHHILL
a) Paracetamol Meet the rc«_’.luiremcnts Li=15,1=25 225
a) Hapaueramon Hosuane sianonimats sumoras Ly=13, L,=23
b) Dicyclomine Hydrohloride Meet the Is_qaircmcnts L=15, =25 303
§) numnsnosiny rinpoxnopna Tosusno siznonimri suMorad Lyi=15, L,=25 :

Related substances / Cynyrui gominirn
1) Paracctamol / Hapaneramon

NMT 0.1 %
He Bintie gnm 0,1 %

NMT 10 ppm
He Sigpme win 10 ppm

- Any unknown impurity NMT 0.25 % 0.004 o
- Bynp-fika sepifosa aoMimka He Ginsme wm 0.25 % ' "

- 4-aminophenol Not detected/He nuapaeno

- 4-chlorcacetanilide Not detected/He punpacio

#) Dicyclemine Hydrohloride / unmrctoniny riapoxaopua

- Any unknown impurity NMT 0.20 %

- Bynn-axa HCBipoMa AoMIIKA He Sinuiue qum 0.20 %
Assay / Kinpxicie srsmucunn
Paracetamol / Iapaueranon

Not detected/He nunpacao

Al bateh release 4750 mg — 525.0 mg (95% - 105%)

Brnyck 4754 mr— 5230 mr (95% - 105%} 5033 mg
Shelf life 450.0 mg - 550,60 mg (90% - 110%) T
‘Tepais npHaaTHOCT 45048 M1 — 5500 pr (90% - 110%)

Dicyclomine Hydrochloride / Juuuknosminy rigpoxaopug

At batch release 15.4 mg - 21.0 mg (95% - 105%)

Bunyck 19.0 v —21.8 mr (95% - 105%) 197 my
Shelflife 18.0 mg - 22.0 mg (90% - 110%) o
Tepmin npuatsocti 18.0 mr—22.0 mr (80% - 110%)

Microbinlogical test / MinpoGionorisnua serera

a) Total acrobic microbial count (TAMC) NMT 10° CFU/g CrUle

aY3araapHe YHCI0 IKHTTCIPATHHY i N <19 ;
agpobruix Mikpooprawiasin (TAMC) He Sinbure 10° KYO/r KYOir

G)Total Yeast and moulds fungi count

{TYMC) NMT 10* CFU/g <18 CFUfg

6)3arancsne YHCHO APIIGIKOBHX He Simpme 10° KYCG/T KYQ/ir

fhicnssax rpudis (TYMO)

1) Escherichia coli Should be absent per 1 g fflkbscnt.
He ponyCKAgTLOM HASBHICTS 8 1 T npenapaTy Biacyrui

CONCLUSION / BHCHOBOK

The {ests are performed in accordance with MQC of the manufasturer that approved by MoH of Ukenine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, inciuding packaging/labeling and quality
conirol at the above-mentioned site in full complisnce with the GMP requirements of the local Regulatory Authority and with the specificafion available in
registration dossier. The batch processing, packagine and analysis records were reviewed - found to be in compliance with GMP.

BunpoBSysara nposeneni sianonimo o MKS supoGunka, no satnepmresi Hakason MO3 Ykpainn.

3rizno SHCHOBKY HILKMCTHANACANOTD, PHUICRKa3aNsL 3PA30K MEE CTAUAAPTH NoKa3 Ky AxOCTI, nepeabayesi MK

1ia ® 3acsinuy(o, WO HascacHa sie indopmaiia € aocTosipolo Ta Toungio. Lo cepito npoaykuil Gysio sipodneao (BIUHONRIONH NaKydausA/MapKYBAHI)
T4 KOHTDORDL 1f AKOCTI HA BemmcIasHavcuiff supoSuiaifl minsmuui nposezeso y Hopuid vianopiamocti 3 swmoram GMP, peranosnenmsiil Micucsim
PCrYNATOPHIM OPratos, 4 Taxek sinosiguoe Ko eneundikanl, mo micTHTheA 2 peccrpauiiinoay gocue. Ilporokemt sppoHvLTES, NARYBANAL Ta auanizis
Syt neperianyTi - BCTAHOBEHO piznoniauicTs GMP.

Name o
Hpizeume =] x(;f:'rva VAT A 2 43
Position of person authorizing the batch release { gt
Tiocaaa ocofn, IKA BHARAA 03BIN HA BHNYCK cepil Nam G 4o - Aé A
]
Signature of person authorizing the batch reiease ;2; '
Hinmc ocobu, axa suaana 2o3sin ua sunyck cepii :

Date of signature
Hata ninnucanns

COMBISPASM®, tablets Ne 20 batch Ne EPD20021C! 20ih2

o

Bz,
I, 3w
Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. WWW.evertogemcm}}(t\ﬁmgu:i}ﬁzl/?:ﬂemlzPL<3085349
Factory : Plot No: §-8, 5-3, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepalty [V}, Jadcharla (M), Mahabuhnagar, IN - 509 301. Telangana, India,




JAEPKIIKCITYKBA
JEPKABHA CJIIYKBA 3 IIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

Bys1. bepesnaxinceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https:/fwww.dls.ecov.ua, Kog €PTIOY 37079055

BHCHOBOK
npo gKicTh BRE3¢HOro B YKpaiHy Jikapeskroro 3acoby
07.04.2021 Ne 1813072172611
KOMBICITAZM®

(nalivMeHyBanHA MiKapeeKOTO 3ac00Y 3rifHO 3 peecTpaiiftHUM NOCKIYSHHSM)
TabueTkn; no 10 Tabnerox B amominieBomy daicTepi; o 2 Gaicrepu B KapTonuiil nayni

{(opma BHITYCKY, TO3YBARHS, BUL ITAKYBAHHA NKAPCLKOTO 3acoby)
Homep peectpanifinoro nocsizaenns UA/3088/01/01 crpox nif peectpaniitroro nocsimuenns HEOOMEKEHITH
Cepis nixapcsxoro sacoby Ne EPD20023C1 KinexicTs BBE3€HOT0 Nikapebkoro sacofy 58500

BupodHuix Erepropken Jlaitd Caercus Jlimiten, Tanis

(waitvenypanns BapoBipKa MikapehKOro sacoby, kpaila TTOXOHCHH)

Beeseno B Yipainy TosapucTeo 3 00MexkeHo0 BinnoBinaaswicTo "OPTAHOCIH JITA",
izent. xou: 24377666

(nafimenynanng 1a kox 3a €JIPTIOY opuanunof ocobu abo npizsmie, iM's, no Satexosi Bisuauol
ocobu - mianpuemuy, il Miclle NpokHBaHHA Ta peecTpaniiiunit HoMep o0/1iK0OBOT KapPTKH TATHHKA
nozatkiB afo cepis Ta HOMED HACHOPTA)

IIpoToxox Bisyaxsroro kouTpomo ein 07.04.2021 Ne 1072/1.

3a pesynbTaTaMH [EPKEBHOTC KOHTPONIO BCTAHOBNGHO, 10 JIKAPCBKEI ~3acid BseseHo B Vkpainy 3
JOTPHMAHHAM BrMOr 3aKOHONABCTBA 1070 3a0e3meueHn AKocTi nikapesfK 3acobis.

/ /
7
i
// / JIrommuna CTOPOXEHKO
17

mianuac) | iniuianu Ta Episeume
p
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Evertogen Life Sciences Limited

KOMBICHA3M®, tatncrsu Ne 20 cepis Ne EPD20023C1
CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y
Certificate No./Ceprudirart Ne: 21CP20100353
Product name: COMBISPASM®
Ilazsa npoxykuii: KOMBICIASM®
Pharmaccutical form: tablets
Jlixapcenka topaa: TabneTxu
Strength/potency: 500mg 20 mg
Cuania givakruenicrs: 500 M1/ 20 Mr
Type and size of packaging: 10 tablets in aluminum blister, 2 blisters in a carton pack
Bupn i poasip ynakeekn: no 10 rafneTok B amomMiniesoMy Oaicrepi; no 2 GaicTepH B KAPTOHHI{ nauiy
Active substances: 1 tablet comain: Paracetamol 500 mg, Dicyclomine Hydrochloride 20 mg
Hiwui peuonnnn: 1 Tafnerra mictuts: [apaveramon 500 mr, Jlmumnominy rigpoxnopia 20 mr
Manufacturer: Everlogen Life Sciences Limited
Bupobuu: Eeepromren Jlaiig Cacnena Jlisiten
Plot No: §-8, S-9, §-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),
Address: Mahabubnagar, Telangana, IN — 509 301, India
Anpeca: I1noT No Ec-8, Ec-9, Ec-13/Ti Ta Ec-14/I1i Ti Ec A Aft Ci, ®apwa Ec [ 3er, I'pin Innactpian [Mapx, Honenanni
(Bi), €auepna (Em), Maxabyowuarap, Tenanrana, [H-509 301, Inaia
A = - N Jaoly - it
Regxstran‘an cemﬁc.atc‘ UA/I088/01/01 v gtld upto: I;ahrr;;tcd !cnl]
Peecrpauiiine nocsigucuun: Hijtcre no: | Heobumekenui
License No. Jliuen3sis No: 1Y/ MN/AP/2014/F/IG
Batch Ne Date of munufucturce Expiry date Batch size (packs)
Cepin Ne Jata supoGunuToa Tepmin npuaaraocti Posnip cepil (ynax.)
EPD20023C1 12/2020 1272023 60 000
Test Acceptable criferia Result
Haiisenypoions nokndinnga Kpurepil npuiinsraocyi Pegyantar
Description White, round, scored on one side uncoated tablets. B e —
Onue Tabnerku 6c3 obononkn HiOro KOALOPY, KPYFRCT JOpMIL, 3 PUCKOID. mp &

Identification (by HIPLC) / Jaenrudicauin (m-1 BEPX)

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™

1) Paracetamol/ [Tapauetamon Yac yIpMMAHHA TOI0BHOTO MiKY NapaueTaMoy Ha XpoMaTorpai Complies / Binnosiaae
punpoSoBYBANOre po3tHHY NOBHIEH CHIBNAAATH 3 YACOM YTPHMARHA
TOAOBIOrO MKy NAPALETAMONY 1A XPOMATOTPaMi CTAHAAPTHOTO PO3HBHY Mif
yac TecTy «KinpricHe BH3HAYCHHAD

Retention time of the main peak Dicyclomine hydrochloride for
chromatography test solution should match the retention time of the main
peak at Dicyclomine hydrochloride chromatography standard solution during
§) Dicyclomine Hydrohloride / the test "Assay"

Huusknomisy rigpoxnopng Yac yTpHMakiis TONOBHOTO MKy AHUHKIOMINY Fiapoxiopuay na Contplica Biponiage
xpomarorpasi BuIPoGOBYBAHOTO POUHNY NOBIMICH CNIANANATH 3 YACOM
YTPHMAHHSA FONOBHOIO [IKY AHUHKNOMINY [LAPOXAOpHAY HA XPOMATOIPaMI
CTAHZAPTHOTO PO3UHEY NI Hac TecTy ¢I(iNbKICHE BH3HAYCHHAY
Average weight 645 mg = 5% 64410 M8
Cepeans maca 645 mr = 5% ’ ME

Not more than 2 tablets from 20 may deviate from average weight more th'in
43% and no one individual tablet should deviate more than £10%. ===

Uniformity of weight

L He Sinsure uii 2 Tabnerxu i3 20 MoxyTh MaTH BHXHUNCHAS RifLC = \"/q \ﬁo %
- MacH binsiie HineE 5 % Ta xoHa TA0NCTKA HE NOBHHNA MaTH nt m;iﬁm "\\"4%

Sinpie Hix =10%. J/ e/ \% l\
o NLL 2282l (= OPliRotry 16 f%‘“% N
CrifikicT 10 po3ARTONAKNA He mene uis 29.42 H T \
Friability NMT 1.0 % e A ]
Crupauicts He Ginse wis 1.0 %
Disintegration NMT 15 minutes
Poinaxannsg He Ginsine 15 xonann
Dissolution / Po3unnenus
a) Paracetamol NLT 75 % (Q) in 30 min,
a) lNapauetamon He menwe 75 % () npotsrom 30 xn.

loff32

COMB[SPASM@W batch Ne EPD20023(1 /
Dy gy 2 200 By 25 op Aoy

Office : GV Chambers, 7-2-C8 & C8/2, |.E« Sanathnagar, Hyderabad - 500 018, Telangana, lndla www.evertogen.com, Cim U242327G2013PLLCO8B5349
Factory : Plot No: §-8, 5-3, 5-13/P & S5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy (V}, Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, Incia.




Evertogen Life Sciences Limited

KOMBICIIA3ZM®, Tadnernn Ne 20

cepis Ne EPD20023C1

NLT 75 % (Q)in 45 min.

- Byjlb-fAKa HEBiTOMA AOMiLUKE

He Ginsme unm 0.25 %

b) Dicyclemir]e H}jclruixloridc 9398 %
) JUUHKIOMIHY MAPOXA0PHA He menuwe 75 % (Q) npotarom 45 xs. :
Uniformity of dosage units / OanopinsiicTs J030BAMIHX GIHHILL
a) Paracetamol Meet the regairemeuts Li=15, Ly=25 179
a) IMapaueramon [Tosunno pimoBigatd sumorasm Ly=15, L=25 :
b) Dicyclomir}e Hy:drohioridc Meet the rec_[uircrpems Li=15, L,=25 266
6) Juunxnominy rinpoxsopia {lommio rignosinary susoram Li=15, L=15 i
Related substances / Cynyrni pomimixu
a} Paracetamol / Hapaueramon
. WNMT 0.1 9
i i He 6ini:lllt:/:mhl 0,1 % 0.000 %
- 4-chloroacetanilide gg@i‘nﬁn’;pqiﬁm 10 ppm Not detected/IIc uanacno
- Any unknown impurity NMT 0.25 %

0.004 %

6) Dicyclomine Hydrohloride / Auuinicno

Mily rigpoxaopun

- Any unknown impurity
- Byab-gka HEBIROMA JOMitIKA

NMT 0.20 %
He Binnme unm 0.20 %

Not detected/He pusBacio

Assay / Kispxicue pusnavueinn

Paracctamol / [lapayeraron

At batch release

475.0 mg — 525.0 mg (95% - 105%)

Bunyck 475.0 mr —525.0 mr {95% - 105%) s080 ™8
Sheif life 450.0 mg - 550,80 mg (90% - 110%) : Mr
Tepain npuuarHocTi 450.0 mir — 550.0 »ir (90% - 110%)
Dicyclomine Hydrochleride / Jnunknominy riapox;aopia
At batch release 19.0 mg —21.0 mg (95% - 105%)
Bunyck 19.0 mr— 216 mr (95% - 105%) 08 Me
Sheiflife 18.0 mg —22.0 mg {(90% - 110%) = omr
Tepmin npugarsocti 18.0 mr—22.0 mr (90% - 110%)
Microbiological test / Mikpobionoritna 4serora
ST e rs B FANE) | it 1 Gl
aepoduux mikpooprauizmis (TAMC) He: Ginboe 1™ KVO/r Ky Oir
6)Total Yeast and moulds fungi count
{TYMO) NMT 10” CFU/g <10 Cru/g
6)3aranshe YHCHO APERIDKODHX i He Binsiue 10° KYO/r K¥OiIr
nnichasHx rprbis (TYMC)
¥} Bscherichiecol Should be absentper 1 g Absent

i He ponyeracreen nagnicts 3 | r npenapary Bigcyrni

CONCLUSION / BUCHOBOK

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

In the opinioa of the undersigned the samp]e referred to above is of standard quality is defined in the MQC.

I hereby centify that the above information is authentic and aceurate. This batch of product has been manufactured, including paci\agmgﬁabelmg and quality
control at the above-mentionad site in full compliance with the GMP requirements of the local Regulatery Authority and with the specification available in
registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BunpoGypaniis nposeieHi sianoninno no MKST supofHuka, wo satacpieni nakasom MO3 Yipaim.

311050 BHCHOBKY HMMUETTANIICAHOr0, BHILCBRA3ANHI 330K MAE CTAHAAPTHI NokasnukH Axocti, nepeabaveni MKSL

LM  32CBinuyI0, IO HABCACHA BHILE indiopMauin € RocToBip1oio Ta Torow. 1o cepito npoayxuii Gyn10 BupoBacHO (BKAIOHAIONN NAKYBAHIA/MADKYBAHLLA)
TR KONUTPOME 1f AKOCTI HA Binedainadeniii BupoGuuuifi minsruni nposeseno y nopuili pinmosiakocti 3 smmoram GMP, BCTAHOBACHUMM MICUCRAM
PECYNATOPHIM OPralioM, A TAKOK Binosiano zo cneundixanil, wo MicruThes 8 peectpauifinoMy ocke. ITpoTokany RHpoGHILTEA, NAKYBAUHS T4 AHANINB
Sy neperaHyTi - RCTAHOBICHO BiN0RiANICT: GMP.

Name
Ipiseaue

Cq‘ .gw’a’fm"';\/mc. Lae

Position of person authorizing the batch release

Tlocana ocofu, fika BHARA JO3BIA HA BHIYCK cepii

jlf =
n"?,fmﬂﬂ',i‘&u A8 4{

Signature of person authorizing the batch release

ITianuc ocofn, AKa BHAAAA J03BLN HA BHINYCK cepil

COMBISPASM®, tablets Ne 20

Date of signature
HaTta nignucanuna

23]17) 2020

batch Ne EPD20023C1

Office : GY 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, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.
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JEPXKJIKCITYXBA
NEPAKABHA CIYVXKBA 3 JIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

pyn. Bepesusikincnbka, 29, Knis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kop €/IPTIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3EHOI0 B Y KpaiHy JiKapchKOro 3acody
27.04.2021 Ne 22819/2172611
KOMBICIIAZM®

(nadMenysanus JIikapcskoro 3acofy 3riIHO 3 pecCTpaniitnm NoCBLAMCIIAM)
Tabaerkn; no 10 TadneTox B amominicsomy faicrepi; no 2 GuicTepu B KapTonuii navui

(ops1a BHNYCKY, NO3YBANMS, B AKYBAIA NiXapcekoro 3acofy)
Homep peectpauiiinoro nocsindenns UA/3088/01/01 crpox aii peectpauiiinoro nocsinvenns HeoOMexeH i
Cepis nikapeskoro 3acoby Ne EPD20024C1 Kinbkicts BBe3eHOro Aikapenkoro 3acoby 58250

BupoGHuK Ereprojpien Jlatid Caencus Jlimiten, Tuais
(uaiimenysamis pupoGHIKA JNikapehkoro 3acoly, kpaiba NOXOIKEHHH)

BBeseno B Yrpainy Tosapucrso 3 o6memenoio Bianosigansnicrio "OPTAHOCIH JTA",
inent. xou: 24377666
(naiisenynaina Ta ko 32 CAPIIOY 1opuimuniol ocobu abo npiasume, iM's, no Sarexosi GisnyHol

0CO0H - niAnpHeMLs, 1T MICUC NIPOXHBAHES Ta peccTpauifiiuit nomep 061ikoBo] KapTKH TUITHHKA
noaarkis alo cepiz T2 HOMED Nacnopra)

Ilpotokon BizyansHoro kontposio six 27.04.2021 Ne 1333/1.

3Ja  pesyibTaTaMH  ASPKAEBHOTO  KOMWY X~ BCTAHOBNIEHO, 110 Jikapchkmil 3acid meeseno 8 Ykpaiily 3
AOTPHMAHHAM BunMOr 3aKofGAk :

.
Murosna XOJIOJTEHKO

(nocanosa ocoGa oprany ag : (istitfiany Ta npisBHUIC)

Hauanpnuk




Evertogen Life Sciences Limited

KOMBICIA3M®, Tabnerin Ne 20

cepig Ne EPD20024C1

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHATIZY

Certificate No./Cepradirar Ne: 21CP26100372
Product name: COMBISPASM®
Hassa npoaysuiis KOMBICIIAZM®
Pharmaceutical form: tablets

Jlikapenra dopsta: Tabnerkn

Strength/potency:
Cuna giVarTvnnicrs:

500 mg /20 mg
500 mr./ 20 mr

Type and size of packaging:
Bua i possip ynakosin:

10 tablets in aluminum blister, 2 blisters in a carton pack
no 10 TabneTok B amosminicromy Baictepi; 150 2 Gnicrepu b KapTOHKIi nasy

Active substances:
Jitoui peuonunn:

1 tablet contain: Paracetamol 500 mg, Dicyclomine Hydrechloride 20 mg

1 tabnerka mictirre: [Tapanerason 500 ar, Jlnunknoadiny rigpoxaopnn 20 mr

Manufactarer:
BupoGunk:

Evertogen Life Sciences Limited
Erepromren Jlaitg Cacncrs Jlimitea

Address:
Aapeca:

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

ot M Ec-8, Ec-9, Ec-13/1Ti Ta Ec-14/11i Ti Ee Ait At Ci, ®@apma Ec | 3er, Upin Inaactpian Mapk, Honenanai
(Bi), €miepita (En), MaxafyGuarap, Tenaurana, IH-509 301, Tnnin

Registration certificate: Valid upto: | Unlimited term
Peecrpauifine nociguenys: Hajansshin Hiiicne fgo: | HeobMmewerii
License No. JTineusia Ne: T9/MN/AP/2014/T/G

Bateh Mo Date of manufacture Txpiry date Batch size (packs)

Cepin Ne Hara pupoluuurna Tepsin npuaaviocTi Po3mip eepil (ynak.)

EPD20024C1 1272020 12/2023 60 000
Test Acceplable criteria Result
Haiivenysanisa nokninmnxa Kpurepii npuiinsriocti Pesyasrar

Description
Onite

White, round, scored on one side uncoaled tablets,

& ; , mplies/Bianosiz
Tabnerxu Gc3 0Goa0uxn Ginoro konsopy, xpyrrol diopatit, 3 pickoro, Comp AU

Identification (by IIPLC) / Inentndisauis (m-a BEPX)

a) Paracetamol/ TTapauetamon

Retention time of the main peak Paracetamol for chromatography test solution
should match the retention time of the main peak at Paracetamol
chromatography standard sofution during the test "Assay"

Hac yTpHMAIIHA FONOBHOrO iKY NapalcTaMoay Ha XpoMaTorpai Complies / Binnoznizae
8#NpoDOBYBAROTO PUIYHHY TI0BHHEH CMUBIIAAATH 3 YACOM YTPHMAHHS
TGAOBHOTO RIKY NAPALETAMONY HA XPOMATOrpami CTALAAPTHORO POITUHY I
vac TecTy «Kinnkicne pusnavensy

6) Dicyclomine Hydrohloride /
Mawiknosisy rigpoxaopua

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

Hac yTpUMANE FOAOBHONY NIKY HHUMKIOMINY FLAPOXIOPIAY 1
XpoMaTorpami BHNpoGoBYsaNoro po3YMHY NOBHHCH CNIBIANATH 3 HACOM
YIPiiManis FOR0DHOTG MKy AWUHKNOMINY TLAPOXNOPUAY Ha XpoMaTorpai
CTAHARPTHOTO po3umuy mij yac Tecty «Kinekicne nuanasensy

Complies / Binnoninac

Crispanictn

Average weight 645 mg = 5% 64240 M8
Cepennn maca 645 mr £ 3% - Mr
Not more than 2 tablets from 20 may deviate from average weight more than
o, 3 i o i &,
Uniformity of weight +5 A_zmd 1o one individual t.nblut should deviate more than ds!'OA. ) .
oo d He Gispine nizk 2 Tabnetxit i3 20 MOKYTS MATIE BiJXHITCHEA DI A CEPCAHLOT 194 %
Onnopinuicrs macn : . & i
aacH Ginsine Hbk % 5 Y% Ta oaHa TabneTia He oD HEA MaTH BiXIe s +1.10
Ginpuie Hix % 10%.
Hardness NLT 2942 N
CrifikicTy 1o pozaaviionanng He menme sunm 29.42 H
Triability NMT 1.6 %

He Ginsie yum 1.0 %

Disintegration
PUZHIH.’HIHHR

NMT 15 minutes
He 6insiue 15 xpuwmn

Dissolution / Po3unnenusn

1) Paracetamol NLT 75 % (Q) in 30 min. O 11
a) Mapaneramon He menme 75 % (Q) npotarom 30 xe. /\}&e LL Loy
s
é ‘ ‘}:‘- (?}
COMBISPASM®, tablets No 20 batch Ne EPD20024C1 / ig

%SLCM. 0/ 1943 ﬁﬂf YOLAeY

o

A E

\"\'}N{:!‘-, 50
Office : GV Chambers, 7-2-C8 & £8/2, |.£., Sanathnagar, Hyderabad - 5%(} 018, Telangana, india. www. evermgen‘cam,\kc \NeNe-H24232TG2013PLCOBS343
Factory : Plot No: §-8, -9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcheria (M), Mahabubnagar, IN - 509 301, Telangana, India.
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Evertogen Life Sciences Limited

KOMBICIIA3M®, TabneTn Ne 20

cepin N EPD20024C1

b) Dicyclomine Hydrohloride

NLT 75 % (Q)in 45 min.

6) JIHKRoMily rizpoxnopHa

0) JIHMKNOMIHY MApOXnepHI He menme 75 % (Q) opotsarom 45 xz, st L
Uniformity of dosage units / Oxuopiunicts 1030BaiX 021,

a) Paracetamol Meet the requirements L=15, L,=25 112
a) ITapaueTamon Tlosinxo sianopigary usioram Li=15, L,=25

b) Dicyclomine Hydrohloride Meet the requirements L=15, L,=25 718

[lopuHHO BLANoRi fatl ruMoram L=15, L,=25

Related substances / Cynyruni gomimkis

a) Paracctamol / Hapaneramon

- Byns-nika pepinoma gosiwka

. NMT 0.1 % . :
- 4-aminoplienot T ————L Not detected/IHe punnieno
- 4-chlorcacetanilide NMT i ppm Not detected/He Busiacio
He Ginbise yum 10 ppm
- Any unknown impurity NMT 0.25 %

He Ginpue unm 0.25 %

0.005 %

6) Dicyclomine Hydrohloride / Znunkno:

Mty Tiapoxaopun

- Any unknown impurity
- Byan-fKa HepigoMa JOMILKA

NMT 0.20 %
He Ginsiue v 0.20 %

Not detected/Ie puasneno

Assay / Kiaskicne susnavenus

Paracctamol / Ilapaueramon

At bateh release

475.0 mg—525.0 mg (95% - 105%)

Brmyck 475.0 mr—523.0 Mr{95% - 105%) mg
> : 492.8 -
Shelflife 450.0 mg - 550,0 mg (90% - 110%) ME
Tepmin npsaaTHOCT 450.0 mr — 550.0 mr (90% - 110%)
Dicyclomine Hydrochloride / Juunkaominy rigpoxmopua
At batch release 19.0 mg — 21.0 mg (95% - 105%)
Bunyck 19.0 mir ~ 21.0 Mr (95% - 105%) 199 ™M
Shelf tife 18.0 mg — 22.0 mg (90% - 110%) ’ Mr
Tepsmin npuaaTHocTi 18,0 Mr—22.0 My (90% - 110%)
Microbiolegical test / Mixpobionoriuna mcrora
a) Total acrobic microbial count (TAMC) = "
a)3arankHe UHCA0 WHTTEINATHIX Ei‘d{;[;;[ﬁ“ff (;—i!!%YOir <10 ;’;;,‘gﬁﬁ
acpoOnux Mikpooprauismis (TAMC)
G)Total Yeast and mouids fungi count
{TYMC) NMT 10* CFU/g <10 CrU/g
G)3aranpie WHCAC APLKINOBHX | He 6inbue 10> KYOir KYOIr
nticimsix rpubin (TYMC)

g ; Should be absentper 1 g Abscnt
8) Escherichia coli " T ¢

. He ponyckacrses nassnicrs 8 1 r npenapaty Bigcyrni

CONCLUSION / BHCHOBOK

GynH neperasiy i - BETAHORIIEHO BiAnosian

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

Ins the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby cetify 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 available in
registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BunpoGysanms nposencni sianosiaso ao MIS eupoGiiika, wo 3atsepmieti naxasom MO3 Vipainu.

3riZHO BHCHOBKY HIDICIEREAMNCANHOTO, BHLUCBKAIAHHIT 3Pa30K MAE CratlapThi HOKA3HIKs AKOCTi, nepeadayeri MK,

Elnat 7 3acninyio, wo Hapeacta BHIIC indopsalia € 10¢ToBIpHOIO Ta TouHol0. Lo cepito npoaykuii 6¥a0 BHpoSAcHO (BKMO4AIONH Ky BasHA/MAPKY At}
Ta xoutpoear i Akoeri Ma BmuesasHaveniii Bupodneviil Ainsniui npopeseno y nmosuifl mignosiauocti 3 umoramM GMP, nOTAHOBMCHIMH MicUEBHM
PErYJATOPHHM OPraieM, a TAKoK pianoginuo Ao cneundixauil, wo micTuTiea B peccrpauifinomy focte. TIpoToxonn sHpOSHHUTA, NAKYDANIA Ta AHATIIE

icts GMP.

Name
pizsuuie

(\"5 : Q-.'f"n 11 Se qu o

Position of person authorizing the batch release

Tocana ocobu, sika BHAAA Z03BIA HA BHILYCK cepii

Signature of person authorizing the batch release

Tlignuc ocodn, axa Bunana A0IBIA HA BUDYCK cepil

COMBISPASN®, tablets Ne 2( ba

/1,E s ‘(;!-f«_f = /{j’é‘) £,

.

Date of signature
JaTa nignucanus

teh Ne EPD26024C1

2offal

‘,'L-é s

et

il
Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085345
Factory : Plot No: 5-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (], Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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