JEPKABHA CHYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMUM y m. KHEBI
npor. Hagil Caimmunol, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €J[PITOY 37079055

BUCHOBOK

Hpo SKICTH BBE3eHOTo B YKpainy JiikapesKoro 3acoly

10.12.2025 Ne 63277/25/2611

TOJIKIMAJLO

(tralseny BaHNsg AiKapehRoro 3acoly 3riAHO 3 peeCTPUiiHUM NOCHIANCHIAM)
TalAeTRY, BRPHTI IVHIBKOBOI0 060J1011K010, 10 150 Mr; mo 10 Tabaerox y Ouicrepi; mo 3
faicrepu v Kaprouniii xopobi

((i)()p.\lél BUHNYCRY. JO3YBAIHA, BHA NaKyBaRA ilil\‘ﬂPCl.nl\‘O!‘O 31&C()6}’)

Homep peecrpauiiinoro nocsinenna UA/19000/01/01 erpox ait peecrpauifinoro nocsinuenns 13.10.2026

Cepis aixapenkoro 3acody No 504200630 KinskicTs BRe3eHoro aikapeskoro sacody 15045

BrpoGumg YOPJI MEIMIUMH DJIAY CAH, BE TUDK. ALL, Typeuunua
(HaHMeyBanis BAPOSHHKA KAPCLROTO 3ac00Y. KpaTHa NOXOIKeNHs )

Breseno 8 Yipainy Topapucreo 3 obmeikenoro Bianosigansuicrio "Tpoxkac Papma

Yxpaiua', izent. woa: 37177201

(aiismenysanns Ta ko sa CAPTIOV wpraminot ocodn ado npissuuie., in's, no Gatkkoni
izl 0coGu - nignpuems, 1t Micte nPOKUBARNL Ta peectpauiiiini nosep ofiaikosol
KapTKY MITHI KA HOAATRIB abo cepis Ta nomep nacropra)
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Manafactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2

WORLD MEDICINE

Bupodneno: YOPILI METHIIHH UIAY CAH, BE TIAXK. A1
Micyesnaxodncenun: 15 Tesmys Maxawrewi Hoicasti Hony Jimcaooeci
Ne50 Nonewni bazoxcunap/Cmaméyn, Typeuyuna

Jiyensis: TRUY2019/12-2

CERTIFICATE OF ANALYSIS No. 40000055487
CEPTH®IKAT AKOCTI

Product name: TOLKIMADO

Hasea npodyxmy: TOJIKIMAZO

Pharmaceutical form,
package type and size:
Jixapcora opma, mun ma
POINID yRarosxu:

Film-coated tablets 150 mg, 10 tablets in a blister; 3 blisters together with a
leaflet in a carton box

Tabnemnu, expumi naiekoeon obononkoio, no 150 mz; no 10 madnemox Y Gnicmepi;
no 3 6ricmepu  pazoa 3 inempyryicio dns meduunozo 3ACMOCy6anita y Kapmonniii
Kopoouyi.

tolperisone hydrochloride 150 mg

moanepusony 2iopoxaopudy 150 ye

Dosage / potency:
Hosa / cuna oii-
Registration certificate:

Peccmpayitine UA/19000/01/01
noceioyenns:

Batch no.:

Ne cepii 504200630

Batch size:
Posyip cepii:
Manufacture date:

15 295 packages/vnaxosox

. . _ 04.2025
Hama supodnuymea:
Jxpiry date: ) 03.2028
EPMIN NPUOAMIOCIN.
TEST Lmmir RESULT
Hokasnuru axocmi Hopyyeanns Pesynomam
Appearance White to off-white colored, “T150” is engraved on | Conform
Onuc one side, round biconvex film coated tablets Bionosioae
Kpyeai 0soonykni mabnemwu, 8Kpumi nAiGKOGOIO
00001K0I0 610 Gin020 V0 Maiiice Hitoco Koavopy, 3
epasipyveaiusm «T150» 3 0onozo Goxy
Identification
loenmudpivayin
Tolperisone hydrochloride Retention times of main peaks which are obtained Conform
Tomnepuszony 2iopoxaopud from sample and standard solutions chromatograms | Bionosioae
should be similar.
Hacu ympusiysanns ocnosnux nixis, OMPUMAHUX HA
Ypostamozpaiax. eunpodysano2o i cmandapmuozo
PO3YUIIG, MaAlOmb crienadamy,

o o Orange-yellow color should be obtained. Contsr
'ljltamum_ Qlerde Mcic" CROCIIEPIZAMUC  ROMAPANYERO-JICOGINE —
Tumany diokcuo 3aGapenenns.

Average mass 465.0 mg (we) + 5.0% (442 - 488 mg (m2)) 456 mg (m2)
Cepeoust maca Not more than 2 of the individual masses deviate | Conform
Uniformity of mass from the average mass by more than 5.0% and none | Bidnogidae
Oonopionicms macu deviates by more than 10.0%

He Ginvue 2 indusioyansnux smac gioxunsiomecs 6io

cepeonvoi macu bitstu nine na 3,0%, i orcodua ne

giOxuIACmbes Ginviu nine na 10,0%.
Water content Not more 6.0% 39 %
Baticm soou He binvwe 6,0% 2
Disintegration Not more 30 minutes. 12 min (x¢.) .
Poznadanns He 6irvue 30 xsunn. e o

b ocur iy big 14 07LE &Zﬂ//
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesti Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupobaeno: YOPIQ MEAHIHH 1/1IAY CAH, BE TIIK. AL,
Micyesnaxodncennn: 15 Tewmys Maxawnewi Howcani Hony Incadoeci
Ae50 Nouewni Bazdownsap/Cmantyn, Typewuuna

Hiyensin: TR/UY/2019/12-2

Dissolution
Posuunennan

Not less 80.0% of label claim in 45 minutes. | 101.8 %
(Q=75.0%).

He menue 80,0% 6id 3anenenol kinokocmi vepes 45
xeunun (Q=75,0%).

Uniformity of dosage units
Oonopionicms dozoeanux
00UNUIb

Acceptance  value (AV) should meet the | Conform
requirements. L.1; Max. 15.0, L2: Max. 25.0 Bionogidac
[puiinamue  suauenus  (AV) mae  gionosioamu
sumocam. L1: Maxe. 15,0, L2: Makc. 25,0

Assay

Kinoricne eusnavenun 150.0 mg/tabl (se/maén) £ 5,0% 149.5 mg/tabl.
Tolperisone hydrochloride (142.5 - 157.5 mg/tabl (ve/mabn)) 149,5 M2/ matn..
Toanepuzony

2Iopoxaopud

Related substances

Cynpogioni dominku

Tolperisone hydrochloride

Tonnepusony ziopoxaopud e
P-methyl propiophenone Not more 0.20% <Rep0r¥mg limit
P-asenmanponioghenon He biave 0,20% <Meoici sellcieing
Unknown maximum impurity | Not more 0.20% <Repot“_tmg limit
Heidenmugicosana He diaviue 0,20% SMEME uparenn

MAaKCUMATBHU QOMIUKA
Total unknown impurities
Cysa neidenmugpixosarux
doMitior

Total impurities

Not more 0.50%

<Reporting limit
He Ginviue 0,50% B ”

<Mevici eungrenns

Not more 1.0%

Conform
Cyma dosiwor He dinvwe 1,0% Bionogioae
Related substances
Cynposioni domimxu
Piperidine hydrochloride Not more 0.2% 0.15%
impurity He 6invue 0,2% :
Hoxiuica ninepuduny
2iopoxaopudy
Microbiological quality:
Mikpodiorveiuna wucmoma
— total aerobic microbial Not more 10° CFU/g <100 CFU/g
count (TAMC) He dinvwe 10° KVO/2 <100 KYO/ 2
- 3A2WALHA KIABKICHS AepOosHUX
mikpoopeaniztie (TAMC)
~ total yeast/moulds count Not more 10? CFU/g <100 CFU/g
(TYMC) He Ginvwe 10F KVO/2 <100 KYO/ 2

- 3aeibia KibKICb
OPIACOANCOBUX MA RAICHAGUX
epudie (TYMC)

~ Escherichia coli
- Escherichia coli

Absent/g
Bidcyvinni/e

Absent in 1g
Biocymui
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TRAUY/2019/12-2

WORLD MEDICINE

Bupoéreno: YOP/II MEQHUHH I/1IAY CAH. BE TUDK. AL
Micyesnaxodocenns: 15 Temmys Maxannewi Jocami Hoay Jiwcaooeci
Ae30 Towewrri Bazoxcuaap/Cmantyn, Typeuuuna

Jivensin: TRAUY/2019/12-2

I do hereby certify that the abovementioned data are trustworthy and accurate, This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Hum 5 3aceiouyio, wo nepepaxosana euiye ingpopmayis e docmosipnoro i mounoio. La cepis npooyxyii 6yna
BUSOMOBIENA (GRIONAIONH HAKYBANHS / MADKYEANHSL) 3 HPOBEOCHNAM KONMPOMIO AKOCMI HA GUIeBKA3ANTT GUPOBHUYIT
OlrbHuYi 6 NOGHIT 6IOROGIOROCI 3 gLriveavu GMP, scmanoenenumu peaynsimopnum opeanom Typewuunu, a maxooc y
6ionosionocmi si cneyudhixayicio i memodartu koumpono sxocmi (MKA), 2apeccmposanumu 6 Yrpaini. IIpomoxonu
BUPOOHIMGG, YRAKOGKU NG AHANIZIG GV REPEASHYINT Ma BCIMAHOGRENO 8ionoeionicms GMP.

Surname and position of person, approving batch release to market
[pissiye ma nocada / seannn ocodu, sxa suoaia 0o36in ua eunyck cepii

Signature and date, stamp cige™ ﬁ:’
Hionuc ma oama nionucanns, nevamxa / wmavn — 08.10.2025 Q‘é{@mi “
}13@{?&
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