i
JEPXKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haxii Csitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JiikapebKoro 3acoly

04.06.2024 Ne 28905/24/26

TPUMCIIA 200
(nafiMeHyBaHHs NTKAPCLKOTG 3ac06Y 3rijHo 3 peccTpailifinM NOCBiUCHRAM)
TabJeTKH, BKPHTI INTIBKOBOIO 060/10HK010, N0 200 Mr, no 15 Tabaerok y cTpuani; no 2 crpuny
y KapToHHill ynaxkosui
(dopma BUNYCKy, 203yBatis. BUA HaKybaHHs Jikapchkoro sacoby)

Homep peectpauiiinoro noceinuenns UA/8739/01/01 crpok xii peectpauifinoro nocsinuenns HeoOMexeHNH
Cepin nixapcskoro saco6y Ne ETY24002A KinbkicTs BBE3eHOTO ftikapehkoro sacoby 43880

Bupofumk Maiuieonc PapmachioTukanc Jlimiten, Ingis

(HafiMeHyBAHHA BUPODHUKA JiKAPCLKOrD 3ac00y, Kpaina NOXOIKCHHA)

Baeseno B Vpainy TopapucTBo 3 06mexenow Bignosinansnicrio "MAKJIEOAC
OAPMACBIOTIKAJ3 JIIMITEL", inent. kox: 37554108

(nabimenyBaunis Ta koa 3a C[PITOY opuanunoi ocobu abo npissuule, iM'a, no 6aTekosi pisuunol
0CO6H - iAnpUeMIE, 1T Micue pmKUBaKIR T4 peccTpanifinmi romep o6nikosol kKapTky AAATHIKA
noaarkis abo cepist Ta 11OMEP nuCHoOpTa)

TIpoTokon Bi3yanLHOro KOHTPOIO Bl 15.04.2024 x 1277/1.

JlaGopaTopruit anaiis AKocTi Nikapcekoro 3acoly 3ailicHeHw:

JIa6GopaTopis 3 KORTPOJIO SKOCTI Jikapcexux 3acobis TOB "TOBPOBYT-JIIKUJIAB" (M. Kuis,
sy Hosroposa-Cisepebka, Gya.3, HeXUTIOBI NpuMineHus 92)

(HafiMeHyBaHHS Ta MiCLE3HaxX0jKeHHs NabopaTopii, ulo npopena iaGoparopHui aHali3 $KOCTi)

BUCHOBOK LIOKO AKOCTI JKAPCHKOro 3acoby, sunanmii naoparopicio sin 04.06.2024 Ne 707-24

PesysnustaTi 1260paToOPHOro aHamisy AKoCTi NiKapcbKoro 3aco0y 3a nepeBipeHHMH NOKaSHUKAMK BixmoBinaoTHL
BMMOTaM METOAIB KOHTPOMIO AKOCTi (AHANITHHHO-HOPMATHBHOT A0KyMEHTaLT).

3a peaynbTaTamMn JCPKARBHOTO KOHTPOAIO BCTaHOBACHO, IO nikapgkdmii  3aci6 BsBeseHo B Ykpainy 3




CERTIFICATE OF ANALYSIS

MACLEODD
i

CEPTUOHUKAT AHAJIN3A
1 | Name of Product Trimspa 200 AR No. : DN 2 | Manufacturer Country | India
(Trimebutine FPS24000366
maleate 200 mg)
HaiimenyBaHHnn Tpumcna 200 Date: 24/02/2024 HepxaBa-BHpoOHUK Innin
npoaykuii (TpumebyTuHY Jara: 24.02.2024
majieaty 200 mr)
3 | Registration Certificate 4 | Strength/potency of the | 200 mg
No medicinal product
Homep peecTpaniii- DA/BI30/01/01 Cnna aii / aktussicrs | 200mMr
HOIro NocBiAYeHHs Jixapcbkoro 3aco6y
5 | Dosage Form Film coated tablets 200 mg 6 | Pack Size Ne 30 (15x2) in strips
in carton box
Jlikapebka gopma Tabnerkn, BRpUTI NIiBKOBOKO Po3mip i Tun Ne30 (15x2) y crpunax
o6osioHK010, 0 200 Mr YNaKOBKH. Y KAPTOHHiH ynakosui
7 | Packing Batch No | ETY24002A 8 | Date of Manufacturing 01/2024
Homep ynakoBaHoi cepii JlaTra BUpoGHULTBA
Packing Batch Size 1 350 000 tablets (45 000 packs) 9 | Date of Expiry
Po3mip ynaxoBanof cepit | 1 350 000 Tadnerox Jara 3aKiHueHHs 12/2028
(45 000 ynakoBok) TepmiHy npHaATHOCT

10 | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited

Unit-11, Plot 12, 185, 21, 23,

24,25,26,27,28 &

30, Survey No. 366, Premier Industrial Estate,

Kachigam, Daman, 396210

, India.

Mfg. Lic. N DD/375, Ne DD/376

HaiimenyBauns, micesHaxoIKeHHs TA HOMepPH JilleH3iii Bcix

AiNAHOK N0 BUPOGHHUTRBY i KOHTPONIO IKOCTI

Makneoac PapmaceioTukadc Jlimiten
®aza II, IlnoT Ne 12, 15, 21, 23, 24, 25, 26, 27, 28
i 30, Ciopseii No 366, [1pem’ep InaacTpian IcreiiT,

Kauuram, laman, 396210,

IHais.

Bupo6nnua. jgiuensin Ne DD/375, Ne DD/376

11 | GMP Certificates No / Date 069/2021/GMP_ Valid till 13.07.2023
CeprudikaTtn Bignosignocri GMP ans BCix AiNsIHOK N0 BHPOG- 069/2021/GMP  Tepmin aii 13.07.2023
HHUTBY i KOHTPOJII0 sixocTi a0 (NpH HasiBHOCTI) HOMepa nNocu-
Jansb B 6a3i aanux Eudra GMP
12 | Result of Analysis/ PesyibTaTH npoBefeHHs aHAJi3Yy.
Sr. | Tests/ Specifications/ Results/
No. | IHoxkazHuxK Cneundikauis PesyabTaTH
Ne
n/n
1 Description White coloured, round, biconvex film- coated White coloured, round, biconvex film-
tablets plain on both sides. coated tablets plain on both sides.
Onnc Kpyrai, aBoonykni Tabaericn, 6inoro xoabopy, Kpyrai, apoonyicni Tabnerkn, Gisoro
BKPMTI N1iBKOBOK 060JI0HKOI0, riajKi 3 060X KOJILOPY, BKPHTI M1iBKOBOIO
cTopiH. 0060/10HK010, F1AAKI 3 060X CTOPIH.
2 Identification A. Trimebutine maleate
The retention time of the principal peak in the Complies
chromatogram of test solution should correspond to
that in the chromatogram of the standard solution
obtained in a quantitative. test.
B. Titanium dioxide
Emergence of yellow colouring after adding 30 %
(w/v) hydrogen peroxide solution.
MACLEODS Ukraine Ykpaiua
PHARMACEUTICALS Kiev Kuie
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MACLEODD
LU T

InenTudikauin A. TpumelGyruny manear.
Yac yTpUMYBaHHS OCHOBHOro miky Ha Xxpomato- | Biamosigae
rpamMax BHNpoOyBaHOro i cTaHAAapTHOro po34HHIB,
OTPHMaHHX B XOAi KiJbKiCHOTO BH3HAYeHHS
NOBHHHO 36iraTHcs.
B. TuTany giokcua.
ITonBa scoBTOro0 32a6apBaennsa npu aonasanyi 30% | Bianosinae
(Maca / 06'eM) po3HHRY NEPEKHCY BOAHIO,
3 | Average weight 310.0 mg = 5 % (294.50 mg-325.50 mg) 309.12 mg
Cepeans maca 310,0 mMr = 5 % (294,50 mr-325,50 mr) 309,12 mr

4 | Uniformity in

Not more than two of the individual weights deviate

Min: -3.36 %

+ 5%, i )koANnA 3 HUX He NOBHHHA MATH BiAXHJICHHSA
BiA cepeAHbOT Macu Ginbiu Hik Ha + 10%.

weight from the average weight by more than + 5 % and | Max: +3.07 %
none deviate by more than =+ 10 %.

OaHopianicTs He 6inbie 2-x okpeMHX Mac MOXKYTb MATH Min: -3,36 %

Macu BilXHJIEHHH BiA cepeaHbLOT MacH Gibil Hix Ha Makc: +3,07 %

5 | Disintegration

Not more than 30 minutes

03 minutes 19 seconds

time
Posnaa He Ginbwe 30 xBuaHH 03 xBuJuH 19 cekyna
6 | Loss in weight Not more than 5.0 % (w/w) 1.5%
on drying
Brpara macn He Ginbuie 5,0 % (m/m) 1,5%
NpH CYLIiHHI
7 Dissolution Not less than 75 % (Q) ) 97 ) 99 3) 99
(% of labeled “4) 101 (5) 98 (6) 100
amount in 45 min )
Po3unHHicTD He menwe 75 % (Q) 3a 45 xs a 97 2) 99 3) 99
“ 101 (5) 98 (6) 100
8 | Related substances | Individual unknown impurity with RRT 2.5 — Not
more than 0.5 %; 0.18 %
Any other unspecified impurity —Not more than
0.2 % 0.04 %
Total Impurities —Not more than 1,0 % 0.22 %
Cynythi aomimku | TnausiayansHol HeBigomoi Aomiwku 3 RRT 2,5 —
He Gineme 0,5 % 0,18 %
Byab-sika iHiua HeigenTudikopana gomimka —
He Giabwe 0,2 % 0,04 %
Cyma pomiwok: ne Ginbuie 1,0 % 0,22 %
9 | Residual quantity | Isopropyl alcohol — Not more than 5000 ppm 164 ppm
of organic solvents | Dichloromethane — Not more than 500 ppm Not detected
3anuwmxoBi kiab- | Cnupr izonponinosuii —ue Ginsuie 5000 ppm 164 ppm
kocTi opraviunnx | JAnxnopmeran — He Ginbsme 500 ppm | He Bnasaeno
pPO3YHMHHHKIB
10 | Assay For Release:
From 190.0 mg up to 210.0 mg of Trimebutine 199.49 mg
maleate in tablet (95.0 - 105.0 % of declared value) 99.7 %
For Shelf Life:
From 180,0 mg to 210,0 mg of Trimebutine maleate
in tablet (90,0 - 105,0 % of declared value) P
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MACLEODD
LTI

Kinskicne Ipu gunycky:

BH3IHAYCHHH Bix 190,0 mr go 210,0 mr TpumeGyTHHY Mageaty y | 199,49 mr
Tabaetui (95,0 - 105,0 % Bin 3aaBjenHol KinbKOCTI) 99,7 %
Hanpuxkinui mepminy npudamnocmi:
Bin 180,0 mr o 210,0 mr TpumeGyTHHY MaJeaTy y
Tabaerui (90,0 - 105,0 % Bia 3anBaeHHOT KiNbKocTi) |

12 | Microbiological The preparation is allowed:

purity Total number of aerobic microorganisms (TAMC)
not more than 10° CFU/ g Not applicable
Total number of yeast and mold fungi (TYMC) not
more than 10° CFU/ g Not applicable
Escherichia coli is not allowed in 1 gm of drug. Not applicable

MixpoGionoriuna | B mpenapati gonyckaerscs:

YHCTOTA 3arajbHe YHC/I0 aepolHUX MikpoopraHismis
(TAMC) — ue Gisswe 10° KYO/r; He 3acTOCOBYETLCH
3arajbHe YHCJIO APisKAXKeBHX Ta NaicHeBUX rpubis
(TYMC) — ne Giabme 10° KYO/r. He 3acrocoByerbes
He gonyckaerwcn Escherichia coli y1 r npenapary. | He 3acTocoByernes

13 Comments (if any) Microbial Enumeration Tests and Test for specified Microorganism must be carried out on
the first three production batches and on every tenth batch or on one batch every year.
Komenrapi (npu Ananis mikpo6iosioriuHol YHCTOTH NPOBOAMTBCA HA NEPIIMX TPbOX BUPOGHNYHX NaPTifAX, a
HARBHOCTI). noTim aas koxHOT 10 cepil, ane ve piawe oaHoro pasy B pik.
14 "I hereby certify that the above information is true and accurate. This series of products have

been produced (including packaging / labeling) and conducted quality control on the above
mentioned stations in full compliance with the requirements of GMP, set by the local

App l_lcatn?n for regulatory authority, and in accordance with the specifications contained in the registration
Certification < : ? . «
dossier or trade license of the country of the manufacturer or importing country if the pro-
ducts imported or file specifications in preparation for the investigational product. Minutes of
production, packaging and testing were reviewed and the correspondence GMP».
3asasa npo «llum 7 nixrsepaKylo, WO HAaBeAeHa BHiUE iHdopmanis € nocroBipHoo i Toynoto. Lo cepiro
cepTudikauilo. npoaykuii 6yno BupoGseno (BK/IIOYAIOYH YNAKOBKY / MAPDKYBAHHA) | MPOBEAEHO KOHTPOL i

AKOCTI HA BHUUE 3a3HaveHill Ainanui B nmoBHil BignosiaHocti 3 Bumoramu GMP, eceranos-
JIeHHMH MiCLleBHM PeryJISTOPHMM OPraHoM, a TAKOXK Yy BianmosiaHocTi 3i cneundixauismu, mo
MicTATbCA B peecTpauiliHomy Aoche afo peecrpanilinoMy nmocBiaveHHi KpaiHH-BUpoGHUKa a6o
KpaiHu-iMmnoprepa, IKINO NpoAyKNis iMIOPTOBaHa, WH B Aocke cnetmdikauiii Ha npenapar ans
AocTimKyBaHoro Jikapebkoro 3acoGy. IIporoxosn BupoGHHLTBA, YNIAKOBKH TA aHAJNI3IB GyJo
TIePerysiiyTo i BecTaHOBJeHO Bianosianicts GMP ».

15 | Name and position / title of the person issuing the permit issue series /
Tpizpuuie Ta nocaaa / 3paHHA ocobH, fixa BHAAIA A03BiJI HA BUNYCK cepil

Prepared by/ IliaroroBsieno Checked by/ IlepeBipeno Approved by/ 3aTeepaxeno
Reviewer / H026977 Manager QC/ H005072 Manager QA /H020345
Vijay Shrimandhar Shripannavar Jayesh Barai Kalpeshbhai Keshav Bhai Tandel

24.02.2024 19:20 24.02.2024 21:24 26.02.2024 11:30
Printed by/Posapyxosano: Ganesh Ramakant Raut | Printed on / Posapyxosano: 26/() oRal
Note: This document has been generated electronically with E-Signature, //," 5 73‘%\ o
IIpumitka: CepTHdikaT 3reHepoBaHO ABTOMATHYHO 3 JIeKTPOHHHM NignHcoM & & 5 = ¥
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAAH3A

1 | Name of Produet ’l“rim.é})a 200 "AR No. :DN 2| Manufactarer Country | India i
(Trimebutine FPS24001832
b maleuate 200 mg)
HladiseHysaniy Tpumcena 200 Drate: 20/10/2024 Adepmasa-supolans Tunin
DoAY KLET {Tpuselyriny I Jara: 20,10,2024
L saneary 200 mr)
3 Registration Certificate 4| Strength/potency of the | 200 my
No 7 — | UA/RT39/01/01 medici;?.:.ll ps‘o.duct' : : B
Hoaep peeerpaiiii- Cnaa ali/ akTusniers 200n
HOUG NOCBIAHER NiRapesroro 3acody ]
§ | Dosage Form Film coated tablets 200 mg 6 | Pack Size Ne 30 (15x2) in strips
o in carton box
Jdirapesia hopaa Tatrerkn, sBkpuTi naiskosow Posmip i Thn Ne30G (158x2) ¥ crpnnax
P . ofomonie1o, 1o 200 mr o YIAKOBKH, Y Raprondil ynarousoi
7 | Packing Batch No | 122407454 8 | Date of anufactur'ing 08/20124 :
Hoxep yuaronauoi cepil Jarn srpodiunrrea i o
Packing Batch Size I 350 000 tablets (45 000 packs) 9 | Date of Expiry
Poisip ynaxosaiol cepli 1 350 000 tabneror Aarasarindening (7/2026
3 (45 000 ynaronor) TepMinY npHAATHETE »

Nume, address and license n

=

umbers of Mfg unit

iviacleods Pharmaceutienls Limited

Unit-II, Plot £2, 15, 21, 23, 24, 25, 26,27, 28 &
30, Survey No. 306, Premier Industrial Estate,
Kachigant, Daman, 396210, India.

Mifg, Lic. No DI/375, Ne DIV326

PAIANHOR HO BUDOGHITUTBY © 1

i Hafivenysanus, icuesnaxouwenns va HOMEPH Jiuensif seix

COHTRDAIG AKOCTI

Maraeone MapsaceioTHicage JlisMiten
Paza i, Onor Ne 12, 15, 21, 23, 24, 25, 26, 27, 28
130, Cropaeii Nt 366, Hpen'ep Inaacrpian LereitT,
Kavuram, Nasau, 396210, Tuaiv.
BupoGuuua, ninensis N DD/3TS, Ne D376

11| GMP Certifientes No / Date

TEO2Z024/GMP Valid il 24062026

Ceprindiraru pignosianoeri GMP s seix ainsior no BupoG-
HITBY | ROuTPOMG sikocTi abo (TpH nansuocTi) HOMepa nocii-
daib 0 Gaaf aanux Eudra GMP

TH2024/CMP Tepain ail 24.06.3026

Result of Analysis/ PesynuraTin nposenennn itnanisy.

{ 8. | Tests/ Specifications/ Results/
No. | Moraznnwn Cneundikanis PesyabraTn
D NE
_u/n N :
1 Description White coloured, round, biconvex film- conted White coloured, round, biconvex film-
7777777 tableds plain on both sides. coated mbiets plain on both sides.
Cuie Kpyrai, asoonywni raéaerin, 6inoro KOJLODY, Kpyrai, anoonykai tafinevicn, Giloro
BRPUTI IRiBKOBO0 050I0NK00, IViaaKi 3 000X KONTLOPY, BEPITI I BI0BOI0
CFOPIH. ofononroIv, Kl 3 oBox cropin,
n T
A
%
Pl s .l i/
‘Page 1 of 3
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2 Hlentification A. Trimebutine maleate
The retention time of the principal peak in the Complies
chromatogram of test solution should corvespond to
that in the chromatogram of the standard solution
obtained in a quantitative test,
B, Titanium dioxide
Emergence of yellow colouring after adding 30 % Complies
5 {w/v} hydrogen peroxide solution. -
baenradivauin A, FpuseByruuy manear,
‘ Hae yTpHMyBauna ocHOBHOTO MiKY Ha Xpomarc- | Bianosinae
FPaMax sHupobysancro | CrAHAAPTHOIC po3ynIiR,
OTRHMANMX B xeai  wiaewicuore  BH3HATeHNu _
HOBHHDO 30iraTHeRA, :
B. Tutany giowci. 5
Hosnsa wontoro sabapeaenns npo gogasanni 30%, Bianosinae
. B {(s1aca / 0G'em) po3unay nepexucy Bogng,
| -3 | Average weight 3100 mg + 5 % (294.50 mg-325.50 myg) 305,86 mg ]
| Cepeant aaen 30,0 mr+ 59 (294,50 mr-3258,50 mr) J05,806 mr
J 4 Lniformity in Not more than two of the individual weights deviate | Min: -1.48 %
weight frem the average weight by more than + 5 % and | Max: +1.44 %
_____ o none deviate by more than & 10 %. o
| OawnopinsicTs He Sinbnre 2-x oxpesiix mac MORYTH MATH Mig: -1,48 %,
| MAacH BIAXHACHHT BIA cepeanbOt mach BB nitk na Mawxe: +1,44 Y%
+ 8%, i swoana 3 WRX He HOBHNIA AATH RiaXINeNNA
Bia_eepeainof Macy 6lnbws uiw na = 10%, i
5 Disintegration Not more than 30 minutes 02 minutes 03 seconds
time
| Posian He Siase 30 xsunin 02 xsuann (03 cenyna _ _M
& Loss in weight Not more than 5,0 % (w/w) 1.0 %
ondrying
Brpara macn He 6insure 5,0 % (vi/am) 1,0 % ST
3 FPIE eyiinui
7 Dissolution Not less than 75 % (Q) {1) 100 ) 99 (3} 100
(% of iabeled {4y 99 (3} 190 6y 99
- amount it 45 min)
Pasunnuicrn He menwe 75 % (Q) 30 45 xn (§) 100 {i) 99 3) 100
| (H 99 (%) 108 @ 99
8 Related substances | Individual unknown impurity with RRT 2.5 —
Not more than 0.5 %; .14 %
Any other unspecified impurity —
Not more than 0.2 %. Below the limit of quantification
77777 o Fotal Impurities —Not more than 1,0 %. 0.14 %
Cynyrul nosimen Inansinyansnol nesinomol zomimpir 3 RRT 2,8 —
ne Ginswe 0,5 %%, 0,14 %
! Byak-awa inma weinenradiconana nomimea -—
e Stasme 0,2 %, Hikae messt kiankicnoro sisuarenns
| Cysa nomituor: we Sinsure 1,0 %, 0,14 %
9 Residual quantity Isopropyl alcohol — Not more than 5000 ppm 17 ppm
! _olorganic solvents | Dichloromethane — Not more than 500 ppmn Notdetected
Jaainmkoni  xinn- | Cnupr isonponinosnii —ne Glibwe 5000 ppm 17 ppm
; woeri epranivunx | Jlaxigopmerad — ne Sinsuwe 500 ppm He nusasacuo
i_ __ L DosunuiuRis ) =
P
MACLEODS Regd, Office ; Phone 1 91-22-6676-2800 Worls  ~) ;:’
PHARMACEUTICALS  Atuntn Arcade, Chiurch Road, Fax  :91-22-2925.6599 Unit-I1, Plot 25-27,
LIMITED Near Leela Hotel, Andheri-Kurta Roarl,  Email s eustomercaregmacleodspharmacom  Survey No, 366,

Andheri (East), Mumbai-300 039, lndia.  Website: www.maclesdsphanma.com
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Halah LGOS
HETHRRIH I

D10 | Assay For Release: k!
From 190.0 mg up to 210.0 mg of Trimebutine 199.09 mg :
maleate in tablet (95.0 - 105.0 % of declared value) 90.8 Y% g
: For Shelf Life: ‘
From 180,0 mg to 210,0 mg of Trimebutine maleate
in tablet (90,0 - 105,0 % of deciared value)
Kitbricne Hpn aunyery:
BHRIHAYUCHIH Bin 190,0 mr zo 210,0 mr TpumedyTiny mateaty ¥ | 199,09 mr
Tabuetui (95,0 - 105,0 % sia sasueneanol KideKOCTI) 9953 Y%
Hanpukingi mepsiny npudannocni:
1 Bin 180,0 mr no 216,0 mrrpumeBy iy maneary Y
‘ Tabaerui (90,0 - 105,0 % Bin sausaennol Kinbwoeri)
12 | Microbiological The preparation is allowed:
purity Total number of acrobic microorganisms (TAMC)
rot more than 10° CFU/ g Not applicable
Total number of yeast and mold fungi (TYMC) not i
more than 10° CFU/ ¢ Not applicable |
Lscherichia cofi is not allowed in 1 g of drug, Not applicable L
Mirpobiosoriung B npenapari gonyexnernen: |
HHETOTA 3ardanHe HHCA0 aepodiuX mMikpoopranizain |
(TAMC) — ne Ginswe 10° KYO/m; He sacrocosycries 3
: 3ATAAbLHE WHCN0 APIRREBIX Ta ICHERUX TpHbin (
| (TYMC) — ne Giavie 10° KYO/T He 3acTocoBycrseny :
He nonyewaernen Escherichia coli ¥l rnpenapary. He zacToconyernes !
13 ¢ g Microbial Enumeration Tests and Test for specified Microorganism maust be carried out on
omments {il' any) .
o ' the first three production batches and on every tenth bateh o1 on one bateh every year.
¢ Wosieurapi (npu Anaais smirpobionoriunol viterorn RPOBOAHTHLCA Wit HEDWIHX TPHOX BAPOTHHHIX 1APTINY, a
Hagspocti), ovin s oot 1 cepii, ane ite piame oaroro pasy s piw,
14 "1 hereby certify that the above information is true and acearnte, This series of products have |

P Applieation for
Certification

. ducts imported or file specifications in preparation for the investigational product, Minutes of

been produced (including packaging / labeling) and conducted quality control on the sbove |
mentioned stations in full compliance with the requirements of GMP, set by the locnl
regulatory authority, and in accovdance with the specifications contained in the registration
dossier or trade license of the couniry of the manufacturer or importing colntry if the pro-

production, packaging and testing were reviewed and the correspondence GM Py,

3ansa mpo
ceprHQirain,

«llum g niareepaxyo, o vaseacua Biune ithopmauis € gocrosipuon i Tounow, o cepi
ntpoiyruil Gyso Bupebaeno (nrawaziouy YOAKGBKY / MAPRYBANHA) | NPOBENCHT KOWTPOIE 1Y
AKOCTI Ha BHIe 3p3uaveniil Alannui B nonuifi sianonignocTi 3 Bumoramie GMP, serauos- |
JCHIMH MICUEBHM DeFYISITOI UM OPFAHOM, A T KON ¥ BiMNoBianoeti 3i creundiraniasmn, 1o
MICTHTBES B peccTpauiiinomy Joese ado peecTpauiinomy noecsiinienni kpainn-supoing ade |
Kpalau-istoprepa, SKLO NpoayKUis IMopToBaNla, W B A0CKE CRUHpIKALIH Ha fpenapar iy !
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MACLEODS Regil. Office ; Phone : 91-22-6676-2800 Works ‘
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LIMITED Near Leela Hotel, Andheri-Kurta Road,  Emuil : customerearegdmacleodspharmacom Survey No, 366,
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JlabGoparopisi 3 KOHTPOAIO AKOCTI yilKkapeLKEX 320006iB
TOB "XObPOBYT-JIKHJIAL"
Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Yrpatha , 023153, m. ¥uie, myn. Hoeropea-Cinepcoka. Oya.3, HexaTnoBl npuMiltgHHn 92, 087-0300767

Buenorox mojo scoeti No 1978-24 pin 30.12.2024

TPUMCIIA 208 Tabnercn, nxputi niisrosne odonoukon, 1o 200 My,

Huina ppenapary: . g ; !
£ Be n0 15 rabierok ¥ CTpRIL; 30 2 CIpBIK Y KRpTonuil yaakoaig

frecorpaniiiunit noMep: 1978-24

Bupobinioso; Maxazone Qapmacuiorukanc Jimiten, Tiais

Homep cepit 122407437

Possip aap il nig sieol wigipano 240

ABRIOR:

Tepaiin oy Hocs i 72026
Tosapuetso 3 COMEREIOR BlAn0sL A LIicTe "MA KRGO

BiniGpano/opepaianoe i BAPMACLIOTIKAJY EMITEIL", Anvensst oxsan Nel, s Kuis, sya,
Onekc Josbyura, 37

Aara oepanng: 10.12.2024

BHL KUBTPOGIHD: Hanpaeaewsis TJIC wa naboparapssii ananiz (W62)

A (MKS, cneundiikauin, MIH no PIT Ne UASRTI0/G1/01

BINOBIAI 0 K0 RKOT NPUBOINTLEER

AHITIS:

_Hurusnurn Busosu AU Peiyismam
One Kpyrai, nsoonysai rabnerio, Simore konsopy, skpHT Bianosizae
nirroRo 0BononKe, rngaxi 3 0Box cTopi
Lzivrudrizanis - Turany [loapa RwoBTOTO 3abapraciss Tpu foaasansi 30 % Binnosigar

AlUKCHA {naca/of'cM) pOIUMHY TEPOKCHI BOJID
lavurudikaais - 4 yTpHMYBaHHI OCHOBHOTO MIKY HA XPOMATOIPERLK Binnosiaae
TpsnselyrHs aanear BRIPOGYRAHOTO | CTRHAAPTHOTO POIYHLIE, O HMMAHEX B X041

KUTBKIGHOIO BH3BAYCIHHA, NOBHHEKEL coiBnaaTy
Cepeis maca 310,00 mr /- 5 % (294,50 - 325.50) 31014 mr
CLoplanicrs MacH He Ginbiue 2-% iHAMBIAY A1 b1HX MAC MOMKC MATH BLAXHICHIR Binnosisae

Bid cepeaHbol Mach Ginbiie, Hik Ha th 5 % 1 K0AML 3 HIX He
HOBHHEA METH BUIXHACHEA BLA cepeiHuol macs Glibue, Wi
Ha He 10 %

PO He Ginbwie 30 xn 5 xm.

KinpxicHe pasHauCHHs Bia 180.0 s 40 210.0 pr tpuMeGyTiny ManeaTy y Tabnerni 202.1 sr/Tatin.
(90.0 - 105.0 % sij 3axBHEHOTO BMICTY)

YIRRoBKS 3riju0 3 BuMoramu MK Bianosinae

Mupiy pasHS BrifgHo 3 3aTBCPAKEHHMH BHMOIAME TEKCTY MADKyBAHHA Binnoni e

BHCHOBKH: Tepesipensit spusox TPUMCIIA 200 tadaeves, siphri naiskonok obon K010, 110

200 asr, po 15 Tabnerok y CTpHNi; 10 2 CTPRIN Y KepTolHii ) vndhomn C(,.p_
12240745A m{poommﬂm Marreoue dbapyaciiosnrane JTiviTesl ]u,&m nuuwuwaé
cAEnoram MIKA po PITNe L Alb””it)f()l SO1 38 HaveACHMK mm(e noixmrmmmu
N ] ]




JTEPKABHA CJIYXBA 3 JIKAPCLKNX 3ACObBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

ripos. Hanii Critasunol, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kon €APTIOY 37079055

BHUCHOBOK
Npo SKicTL BBesenoro B Yrkpainy Hikapcehbroro sacofy

30.12.2024 Ne 71384724726

TPHMCIIA 200

(nakiMenysanig AKapeLkore 3acoly 3riano 3 peccTpaniiithiat nocniiteis)
TaGaeTK, BRPUTI MiBKOBOIO ofojionKoo, o 200 mr, na 1§ radueror y crpuiti; no 2
cTpMI Y KapTounili ynakonui

(hopsa BAIIyCKy, NOZYBAILIS, B HAKY BANIES NIKARCHIOTO sacoly)
Homep peecrpanifinoro nocsiguents UA/S739/01/01 crpox aif peectpauifinoro nocsifehig HCOOMEKEI 1
Cepin nivapeskoro sacoly Ne 12240745A KinnkieTs BaE3e1H0r0 aikapchioro acady 240

Bipofuiik Maicneose Qapyacuiorukane Jimiren, Tuais

(nafivenysanns mpoGnnka Aigapenrore sacoly, kpoi NOXCAKCHTH)

Baeserio 8 ¥rpaluy Tosapucrso 3 ebaeskenoio simnosinansiuicrio "MAKJIEQ/C
DAPMACLIOTIKAJZ JIMITLRI", inenr. won: 37554108

(asistenynanag T Ko/ 33 CAPLIOY opiwniol oeodh sdo nphinmae, is'a, 10 farhoni
dinuno’ acefu - RiNPHCMIE, T Micte NPOKABING T2 peectpiii it Hosep ohaikouol
RAPTIU DALTHHKD ROANTKIS 500 Cepin 1a HOMED HuchopTa)
Mporakon sisyansuoro konrponio sin 03.12.2024 N 4104/1,

Jia6opaTopunit ananis akocti aikapeskoro sacoly saliickel i

JlaBopaTopis 3 KOUTPOILO SKOCTI Nikapesiknx 3acobis TOB COBPOBY T-JIHIAIIAR" (v, Knis,
sysr. Hosropon-Cisepekka, 6ya.3, newnrnos npHMitenis 92)

(HaftMCIy BAHIE T MICHCHIGR ORI AIBOPATEIT, R0 HPOBe)A pafoparopHiil anpais NKoCT)

BHCHOBOK LOAO A€0CT] Nikapeskora 3acoby, simanuil aadoparopieio ain 30.] 2.2024 Ne 1978-24

PeiyasTaTh NabopaTopHore ananisy skocTi NikapthRoro 3acofy 39 NEPeRIpeHIvH NOKAZHH KAk BHUIGBLAA0TL
BHMOIAM METOAIB KOHTPOMO AkoCT (aHaniTi po-nopMaTianol LOKYMEHTAUIT).

38 peyALTATAMIY ACHKARHOIO  KOHTROND  BCTAHORACHO. 1O nikapeskuil saciG puesgpo s Ykpaimy 3

JOTPHMANHAM BIMOF 3AKOHGLANCTEA LOAD 3aerncueHia AK0CT n}}{apce,mx 3acedin,
77 .

Wikosia XOAOEHIO

g aopissig]
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