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JAEPXKABHA CJYXFA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

eyn. Bepeznskiscuka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €JPIIOY 37079055

BHCHOBOK
Npo AKICTL BBE3CHOro B Ykpainy aikapebkoro saco0y

05.04.2023 Ne 15953/23/26

KOMBICIIAZM® FTACTPOKOM®OPT

(HaliMeHyBaHHy Nikapcukoro 1acoby 21AHO 3 PECCTPAUIAHUM NOCBIIHEHHAM)
Tabrerkn, BKpaTi MIiBKOBOI0 060a0HK010; N0 10 Tabnerox y Gaicrepi; no 2 daicTepn y
nayvimi 3 KapToHy

(¢popma mrnycKy, A03YRAHHA, BHI TAKYBAHHA Tikapcskoro 3acoly)
Homep peectpauifioro noceimienna UA/15710/01/01 crpok aii peccrpauiiHoro noceimeHHa HeoOMeXeHHH
Cepin nikapebkoro sacoby Ne EDS22006B1 KinbkicTs BBE3EHOTO NMikapeskoro sacoby 98

BupoGauk Epeproaxen Jaiid CacHens Jlimiten, 1nnia

(uaiiMenyBasnA BUPOGHKKA Tikapcsiore 3acofy. KPaiia NOXOLKEHHS)

Beeseno 8 YKpaiHy TosapucTeo 3 obmexenoio signosizampnicrio "OPTAHOCIH
JITH", ineuv. xon: 24377666

(Hafimenysarns T2 koi 3a €/IPMOY opuanunof ocobn abo npizerule, iM'a, no Gavhkoni
thizuunol ocobi - MANPHEMUA, T Micue MPOXHBAHKHE Ta peccTpauiftnuii nomep ofnikonoi
KAPTKH NAATHHKE NOAATKIE a00 cepis Ta HOMEp NnacnopTa)

JNabopatopHuii aHanis axocti nikapebkoro 3acofy saificHeHni:

JlepxaBHa HAYKOBO-IOCNiAHA 1aBopaTopis 3 KOHTPOMO AKOCT Nixapcbiux 3acobis JepxasHol
ycTaHoBH "[HCTHTYT rpOMAACEKOro 300pos's iM. O.M. Mapseesa HAMH Vkpaian” (M.Kuis,
sys.ITonyapenka 50)

{ualiMenyBanHA Ta MiCLIE3HAX0AKEHHR Fa0OpRTOP, U0 npobena naboparopHri AHARI3 AKOCTi)

LKETO 3ac0bY 3a nefleplperuMu nokasHnkamu BIANOBLAAOTE
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© Evertogen

Evertogen Life Sciences Limited

KOMBICTAZNE FACTPOKONDOPT, ralineTen sxpimi nfo e 20

CERTIFICATE OF ANALYSIS N

CEPTUGIKAT AHANI3Y HCP23100042

capin Ne EDS2200681

Product name / Hassa npoaymuii: LCOHBISPASN GASTROCOMFORT [ KOMBICNA3M® FTACTPOKOM®OPT

Pharmaceutical form / Nixapcexa dhopma: | film-coated tablets / TaGneTy, BROMTI NNIBKCROIC OGCNOHKDI

Strengthipotency / Cuna ailfakrasnicTe: | 40 mg (wry / 20 mg (ur)

Type and size of packaging / Bug i posuip ynauosm{ 10 tablets in biister, 2 blisters in a cardbcard pack. ! ne 10 Tabnetox y Gnictegi; no 2 GnicTep ¥ navui 3 KapToHy.
Active substances f Jixovi peuoBdHM;

Manufacturer / BupoGHu;

Registration certificate / Peecrpauifine noceiguenns:

License No. / Jliyenain Ne:

Address f Anpeca;

Bafch Mz f Cepin Me:
Date of manufacture / Dara enpoSunyTea;

|
|
|
|

1 film-coated tablet contain: Stmethicone 40 myg, Dicyclomine Hydrochloride 26 mg

1 TabnaTEa, BKPATa NNIBKOR0I0 OBONAHKNG, MICTHTE: CameTnioy 40 e, Tuunxnomivy rigpoxnopudy 20 mr

| Evertogen Life Sciences Limited / EBeprospeen Nlaidh Caeucua Nimiren

Mahabubnagar, Telangana, IN — 509 301, India

Enqepna (Em), MaxabybGHarap, Tenanraxa, IH-508 301, lkaia

Plot No; 5-8, 88, §-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polapally (), Jadcharia (M},
Mnor Ne Ec-8, Ec-9, Ec-13Mi Ta Ec-14/Mi Ti Ec Ad A Ci, ®apma Ec | 3e7, Mpit [nnacrpian Mapx, Monenanni (BY),

{ UA571001/01 ] Valid upto / Bikcwe ac: | Unlimited tom / HeoBmexenui
| 19IMNIAPI2014IFIG
| eoszo081 | Balch siza / Poswip oopil: | 32500 padks/ynak

| 12{2022 |

Expiry date / Tepin npugatHocTi: | 1212025

batch N EDS2200880 .. "

Test Acceptable criteria (at batch realize) Result
HaiMEHYBAHHR NOKASHWAA KpUTEPIT DPWAHATHOCT] {HA MOMEHT BUNYCKY) Peaynrar
S White, round, biconvex, film-coated tablets. s s
Desscripticetf O TabneTin Ginoro karmopy, KpYmoT hoptm, ABOCAYKN, BKDHTI MNIBX0BOK OGOMOHKDI. Complies (Fignoeinae)
Identification / |aeHTudikalia
The retention time of the major peak in the chromatogram of the sample solution should comespond
to that of the chromatogram of the standard soluion obtained with eAssay. (a) Dicycloming
Dicyclemine Hydrohloride hydrachlorides p
Owyknoniny rigpoxnopug Uac YTPUMYBAHHS DCHOBHOTO MKy Ha XROMATOrpam: BUNPOGORYBAHOM POMMHY MAE CRIBNAZATH 3 Complies (E{anosinze)
YacoM YTDMMYBAHHA OCHOBHOIG NiKYy KA XPOMETOIPaMi CTEHOAPTHOTO POMMAHY B YMOBAX TecTy
«Kinskicke BusHaHeHkA, (8) Quurnomity fopoxnopuae
The IR absorption spectrum, of the sample solution obtained with <Assay. (b} Simethicones exhibits
Simethicone maxima only at the same wavelengths as that of the stendard solution.
CHMETHIOH {HPEYEPBCHWA GNEKTP NOMMWHAMHA BMANOGOBYBRHOM POTMUHY, OABMKAHOrD B YMOBAX TECTY Complies (Bianoelnae)
aKinekica usHeqeHHA, (6) CHMOTHNCH?, MOBMHEH MATH MAXCUMYMH [KITIMHAHHS 33 OAHIKOBKK
DOBXMH XEMIb, LLO | CTARAAPTHMIA POSUMH
Titanum digxide The reaction for titanium dicxide (yellow color should appear) i e
TutaHy glokess PeaKyin Ha TUTaHY BIOKCHE (MOBMHHO TABWTMCR WOBTE 3a0apRneHHs) Complies (Biznoeiaae)
Average weight / Cepanma maca 340.0 mg (wr} + 5% 3421 my (wr)
Not more than two tablets may deviate from average wek
Uniformity of weight tablet should deviate from avarage weight more than +1 -3.0 %
OpHopiaHicTe Macy He Ginbue Hix pBi TE5NSTIM MOXYTE MATH Bb:u(meu +3.4
LiLOMY MOAHA TAGNETHA HE NORMHHE MATY BiaXANeH
Disintegration / Poznagauxs NMT 30 minutes / He §inbie 30 xaunun o 11 min {xa}
Digsolution / Poa-sena f 3’[ LA E:‘,':a } | E,
Dicyclomine Hydrohloride Not less than 75% (Q} of the Iabeled amount of D e HyGrochioride i dissolved in-45/min, 108 %
fnupknominy rinpoxnopua He merwe 75% (Q) eig HomiHankeHoro BMicTy Quuw poxnopu.qy 45 m el
Unifomily of dosage Ui / CHOPSHCT Q0083 QAL \\ A
The requirements for dosage uniformity are met if the ac \‘velue ot the fist10/dosage units is
less than or equal to L1. If the acceptance value is greater tRERCLY, 1E5itHe next-2 dosage units and
Dicyclomine Hydrohloride calcuiate the acceptance value. The requirements ara met jftherfi ige: value of the 30 108
Juitexnominy rigpoxnopug dosage unis is less than or equal to L1 and no indiidual contsnt of the dosage.uhit is less than {1 i
-2 x 0.04) M or more than {1 + L2 x 0.01) M in calculahan ofaoceptancewqe under content
uniformity or under mass variation. L1=15.0%, 12=250% 7 |
GCORBISPASMD GASTROCOMFORT, film-coated tablets N 20 s toff32

Ofon 1 GV Chambers, 2-2-08 & £872, 1E.. Senathtagat, Hyderabat - 500 D18, Tebahgana, s, wonweveopen.oom, GIN N0, U232 E2013PLO0ES 349
Fattory : Plot Mon 58, 59, 1370 & 5.14/P TSIIC, Pharmi SE2, Graen lndustrial Pask, Polpatty (V) Rtcher (M), Makebubaager, 1N - 509 201 Telangana, indla,




e Evertogen Evertogen Life Sciences Limited

KOMEICTAZME FACTPOKONDOPT, Talnersn experi nio M 20 cepln be EDS2200681

Bumory OO BBKAIOTECH BARHSHAMM, SKLLED NPHAAMASEHE YUCND AN Nepiumy 10 ORKHMLE MeHILe
abo fopiados L1, Rxuo npaitmancHe 4ucno Ginsiwe L1, sunpoBoeyBaHHIo NiARATs HacTynki 20
OIMHL | OCHUCAICKTD NpHiBManEHE Lkeno. Bimorn OA0 BUROHYIOTLCR, SKLLGC KHLIEBE NPUAMANEHE
YKCNO, pospaxomade 13 30 oguHuUe, MeHwe abo aopenioe L1 | xoneH iMgVBIgyansHMR BMICT ¥
AO0BAHIA OOMHMLI He € meHLlMM 3a {1-L.2x0.01) M i pe ¢ Binbwwm 3a (1+L.2x0.61) M npw oBumcneni
NPHAMANEHOM YHENA METOR0M NRAMON BHaHeMeHrR, L1=15.0%, L2=25.0%

The requirements for dosage uniformity are met if the acceptance value of the first 10 dosage units is
less than or equal to L1. If the acceptance value is greater than L1, test the next 20 dosage units and
calculate the acceptance value. The requirements are met if the fmal acceptance value of the 30
dosage units ks less than or equal to L1 and no indhidual content of the dosage unit is less than (1
-12 x 0.01) M or more than {1 + L2 x 0.01} M in calculation of acceptanca value under content

Sknethicone untformity or under mass variation. L1=15.0%, L2=25.0% 53
CumeTuroH Bumorn ON10 BEAKAIOTECA BUKOHZHWMM, AKLLD NPARNANLHE YACN0 ANA Neplmy 10 aHHALL NeKwe :

abio popiene L1. Frauo npwitmante yuono Ginbwe L1, BMnpoGoeyBaHHIO Nignaoms HacTynH 20

OOMHKLE | OBHUCTIONTE NPNEMansHE Huene. Bumort OO BUKOHYIOTLECA, AKC KHLIEBE NPHAMANEHE

uKchno, pospaxosake B 30 qoukuup, mentue abo aopienioe L1 1 moneH iMavBiAyaNbHWA BMICT ¥

[0S0EAHIA QAUHKUI He € MeHLMM 33 (1-L2x0.01) M i He ¢ Girmsiunm 32 {1-+L2x0.01)M npw oBumcresi

MPHAMANLAOD YWCTEA METOZIOM NPAMOND Buanavenks, L1=15.0%, L2=25.0%
Related substances / CynporigHi Acmiwxi
Any impurity  Byab-ka gowilura | Not more than 0,2 % {He Binsiu Hix 0.2 %) [ ~owe
Assay (at batch release} / Kinkkiche BU3HAYEHHA [Ha MOMEHT BHYCKY)
Dicyclomine Hydrochloride 19.0 mg {mr) — 21,0 mgftabl. {urfrabn.}
O — (95%-105.0% of the deciared quantty (2i7, saRBneHc] dins¥ocr) 203 mfabl.fufratn)
Simethicone 38.0 mg (mr) — 42.0 mgftabl. (mriratin.)
CuneTaion (95%105.0% of the deciared quantity (sia samenexal rinswocT) 408 myftabl (wira6n}
Microbiological test f MixpoBionorivHa uncToTa
Total aerobic microbial count {TAMC) / 3aransHe ukcno xuTTeanarHux aepobrux mikpoopratiamie (TAMC)

| NMT 10° CFUAG (He Ginswe 102 KyORT) <10 CFUIg (KYO/)

Total Yeast and moulds fungi count {TYMC} / 3aranete uucno apoKimrosux | nnicuasux rputie (TYMC)

NMT 102 CFU/g (He Ginbwe 102 KYO/r} <10  CFU/g (Ky0i)
Escherichia cof Absent per 1 g {BigcymiicTh & 1 r npenapary) Absant (Biacymi)

CONCLUSION | BUCHOBOK

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

In the opiron of the undersigned the sample referred to above is of standard quality is defined in the MQC.
| hereby certify that the above information is authentic and accurate. This batch of product has beepaEnG
site in full compliance with the GMP requiresnents of the local Regulatory Authority and with the sfecifcibon-a
records ware reviewad - found to ba in compliance with GMP. >

Bunpebyeann nposeaeH elanosiane 0 MICY BupoBHMKa, Wo saTeepmren Hakazom MO Mipahi.  © 7 1o (o
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CEpA 1

iag packagingfabeling and guality conirol at the above-mentioned
edisisation dossiar. The batch processing, packaging and analysis

LiMm 7 3acEinqyI0, L0 HaBeAeHa BALe iHOpNALIS & BOCTORIPHON T2 TOHHGD. Lin

M NaXYBAHHAMMEDKYRSHHA) T8 XOHTPOML 1/ AKOCT] Ha
BMLLEIASHEMEHIH SIpOBHUMiI KimsHULi NpOBAAGHO ¥ Noexil BignoaiaHocT 3 eumoram GHY

ATOTHUM OpraHow, 2 Takox BianoeigHo Ao cneysdiraul, wo

MICTWTLCR B PEECTPALIAHOMY Aocke. NpOTOKIMA BMPOBHILTES, NAMYBaHHA Ta BHANKIB Gyl fey » " T o plrHieTe GMP.
L \CANS =777
[ Person, authorizing the batch releab/ Qboda, gigr:o_suin?qyuksé ﬁ?rfyex copil
G. Srinivasa Rao Manager QA _ ‘,:T\,..‘;\\/ 02/02/2023
Name / Npiseuiye Pesition / Mocaga _gﬁnamre { Nignwe Date of signature / lata nipucannn
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Office : 5V Uhambers, 7-2-C8 B C8B/2, LE., Sanathmagas, Hyderabid - 500 018, Tebirgana, India, wenvavertopen.com, GIN No. U242320G2013P1.0085349
Facoey : Plot No: 5-3, 5-9, 5-33/P & 5-14/P TSI, Pharma SEZ, Green kvdustrial Park, Polepally (V1. Jadchedda (M), Mahsbubnagay, iN - 509 361, Telangana, India.
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