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Product name;

Hazea npooyxmy.

Pharmaceutical form,

Manufactiired by WORLD MEDICINE ILAC, SAN. VE TIC. AS.
Localion: 15 Temmug Mahallesi Cami Yolu Caddesi

“No:50 Gunesti Bageilar/Istarbut; Turkey St
License: TRAUY/2019/12-2
Bupobnero: YOPHT MEJHITHH INAY CAN: BE THDK. £.1U.
Micuesnasodoenns: 13 Tesys Maxarneud Qocani Hony Jocaddect
Ne50 Dioneumi-Bazomcunap/Cmantyn, Typenvuna
Jigenstn: TRIUY/2019/12-2
CARMETADIN o , —_—

KAPMETAQHH
modified release film-coated tablets, 35 mg, 30 tablets m a msster, 2 blisters

e

package type and size: in a carton box 2
Jl impc:bm _gf)»::fp.;-.-an»:zr,rj mun ma mabaemiy, sxpunti NABKO8OIG 0OONORKOIO, 3 moéuqﬁzwemmw QUGINLHEHHAM, N0
DOIMID YRAKOGKU: 35 mz, no 30 matinemox y 6.:zmmep:,
no 2 Bricmepu y kapmonniti Kopobyi
Dosage / potency: Trimetazidine dibydrochloride 35 mg
Mosa/ cuna Ol Toumemazudiiny Ouziopoxnopuoy 33 M2 -
Registration certificate: UA/14715/01/01
Peccmpayitine nocgiouenna. |
Batch no.: 305000660
Ne cepii: | ;
Batch size: 10.859 packages (ynakosox)
Pozmip cepil: |
Manufacture date: 05.2023
Llama supobruymea:
Expiry date: 04.2026
Tepmin npuoamunocmi.
TEST "SPECIFICATION .|  RESULT
| Hoxasuuxu axocmi  Hopmysamwwa . ... | Pesynemam __
| Appearance lectshwbrown coloured round, biconvex, one s1de" . Conform
' Onuc {embossed with “TZN" and %35 film-coated tablets ;ﬁzaweiéae
: Kpyeni Ogoonyini mabnemxy, 6xpumi nitigkosoio |
{0BOROHKOI0, DONCEBO-KOPUYHEBDZO KORBOPY 3
| 2pagiiosaniam « TZNp i «33p HQ 00HOMY 50:,!1 P e
[Average mass  |218.00mg=3 3.0% (24 146 ~224:54 mg) - [220.08mg (m2)
|Cepedns maca 1218,00 mr 3,0% (211,46 - 224,54 wr) -
{Mass uniformity INot niore than 2720 of the individual weights deviate from CQﬂfO_fm
| Oonopidnicme macu |the average weight by more than £7.5% and none deviates 1
| {from the average weight by more than £15% |
He Ginvie 2/20 iHougioyansnisy Mac ¢i0Xumaionves 6io Bionveidac
|cepednsol macw Binvue, nioic Ha £7,5% § ocoona 3 HUX HE
\gioxunsenben 6id cepednuol Macy Ginsuie, nine va 1576
Hardness 130 -250N (2 60 N () -
\Teepoicmy I R .
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{trimetazidine dihydrochloride
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Manufactured by WORLD ME DICINE K.AC SAN. VETIC. A 8.

tpeation: 13 Tcmmuz Mahal!cs Cami Yol Caddest

No:50 Gunesh Bageilar/Istanbul, T urkey
License: TRAUY/2019712-2

Bt:poﬁ;wno' YOPIUTMETHLIME 1A CAH, BE THUR, A1, -

Micyesnaxodxeesns: 13 Texe.uys Mamneraiﬂmi Hmyﬂmac)ad

CERTIFICATE OF ANALYSIS  Na.

CEPTH’@IMT EKOC' 7

TEST
Hom,mwcu ;z:cocm:

NoS0 4 woiewf Emaamap/c:'mmﬁya, Typewuinia L
Miyenzin: TRIUYI2019/12-2 .

40000028525

“RESULT

" SPECIFICATION
Hopmysannsn

o e

~ Pesyapmam

Gt et o i ey

T dentxﬁc&tmn
Doenmugbixayin.

T

{mpumemasuouny
duezdpox:mpuay

tltamum dioxide
|mumany oiokcudy

e 1_".|_H.-.|.-.-.-.-'\. PET T T L

liron oxide red
i3aniza okcuo vepeonul

R@tenﬁon;timas of main peaks which are obtained from
gfsamplé- and standard chromatograms ! should be the same
| Yacu ympumysanns ocnosrux nixie naxpomamozpanax |

|Orange-yellow color is obtained
|Crioemepizaemoes 3abapenerns ¢ apanameeo»mcoemuu

ol e N it Y L PP PP P . LA e A indainirarni
" . . TR - . R I - BT ! b B g

{Conform
| Bionogioae

3pa3ka { cmandapmy noeunii Oymu nodibnumu

{Conform
|Bionogidae

KORtip
|Light purple color is obtained W T
|Chocmeplzaembes 3a6 apenenta y cazmm-nypnypﬂuu {Conform

i : o - P

lAssay

[Kuzbmcne GUIHAYEHHA
trimetazidine dihydrochloride
'_mpiwemazuduay oue zdpoxnapzcc'iy

133.25 mg — 36.75 mg (95 - 105 %)
133,25 mz - 36 75 m2 (95 - 105 %)

Konip | !Biérzof;i()ae

_;'3'4- 65 mg (M)
| ﬁ. (99.0 %)

{ Content umfarmaty
|Cozoeanux oounuyy

Dissolution
| Pozywunenns
lst hour

I-a zoQuna

| 2) If acceptance value (AV)> 11 for 10'tablets, 20 or

lemanosime (AV) > L1, oxpeso npogodsine ananiz 20-abo |-

1<45.0 %

1 1y Acceptance value should be (AV) < L1 for 10 tablets |Conform

1B z&mezéae

(L1 = 15.0). .
AV =5.6

more tablets are tested separately. .
| Acceptance value for 30 tablets (AV):

{a) Acceptance value (AV) <L1 and |
b) each value should be between 0.75 M and 1.25 M (LQ =,
125.0).

1) noxasHux npUHAMHOCINE HOGUHEH CRAGOAMIL (A 7

< L1 dns 10 mabaemox (L1 = 15,0). |
2) axuo noxaanuk nputinamuocni- Oz 10 mabnemox

|
i
|

" _'_l

o T &

binvie maﬁﬂemox ) e

a) ROKQINUK rzpuumzmﬂocrm (A V)< L! ma
b) woarcre 3na UCHHA MUE CINAHOBUINY gid 0,75 M 00 J 25

M(LZ 25, 0)
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ﬁ% T Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
gLuretil, Location: 15 Temmuz Maliallest Cami Yol Caddesi
- No:50 Gunesli Bageilar/Tstanbul, Turkey

¥ Pumwasitigey License: TRAUY/2019/12-2
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Bupotneno: YOPJIT MEAXLMH ITAY CAH. BE THDK. AL,
MicyesnaxoQacennn: 15 Temneys Maxannewd Jowan! Hony Hoxaddeci
NeSO Nonesunt Bazdmcunap/Cmamdyn, Typenuuna
Jliyenziz: TRIUY/2Q19712-2

CERTIFICATE OF ANALYSIS  No. 40000028525

CEPTHOIKAT AKOCTI_

. :_—. prar pr TVESL P .. i -.......I e

"~ TEST ICATION _
| Hokasnukwsxoemi | =~ Hopwysauus L Pesynoman
|2nd hour - [45.0-65.0% - - 150.4 %
|2-a z00una
|4th hour 165.0 - 85.0 % 170.6 % .
4-a 200una 1 E
Sth hour 1>80.0 % | 94.2 % -
|8-a 200una_ , . B I
Related substances )
Cynposioni domiury { 4 l:
impurity A+1 1020 % {<Disregard limit |
()OMizwca A+7 ﬁf < Meowl Bus8IeHHA
impurity B <0.20 % {Not detected
Qoatiwa B | | He guasneno
:':im'purity'C <0.20 % _; 'ﬁD-iSEEga:fd' limit
dosiuma C (<Mesici guagnenHA
impurity D 1£0.20% INot detected
domiura D : He guseneno
. impurity & <0.20 % {Not detected
Oomiwexa K o He susgneno
impurity ¥ 1<0.20% <Disregard limit
domiuxa F ; | <Meaici susnenenusn
impurity H 12020 % INot detected
domiuka H { {He sunsneno
maximum unknown individual|
impurity ' [£0.20% 10.12% R -
MAKCUMATLIQ i
Heldenmugikogana
indugidyanvna cominika - -
|total impurities 1£1.50% - |Conform
CYMa OOMIUIOK | "1 Bionosioae

HHHHHH

&
)

LT AR -

3/4






A e D L e B e Y ke o g S 4 e g e Ay

Manufactured by WORLEJ MEDICINE ILACSAN . VETIC. A.S:
Lovation: 15 Temmuz Mahallest Cami Yoju.Caddest e
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Bupobneno: YOPJUT MEIHIFH LIAYLCAH, BE T AW,
Micyesuaxodacenns: 15 Termys Maxanaaudd Joicases Hony Hneaddect
NeSO Tioneuent Bazdocunap/Cmanbyn, Tipessina
Jigepdtn: TRIUY/2019/13-2

CERTIFICATE OF ANALYSIS ~ No. 40000028525 i
CEPTHOIRATAROCTY e e
~ TEST 1 SPECITICATION |  RESULT

: Hopmysamwns . | _ Pesynemam

Majainiel
]

||||||||

b ]
B

. Aloxazruxu axocmi_
|Microbiological quality
Mixpobionoziuna sucmoma
I'Total aerobic microbial count

..... . b oilal it
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[(TAMC) 1<10° CFU/g | <1 CFU/g
Sazanvua inbricme aepobuux f:_ 10> Ry - ;,
MiKpooOp2arisMie | | |
| Total yeast/moulds count | | f -
HTYMC) | |
|Bazanvna xinoricms

|epubis.

T<] (KYO/2)

<1 CFU/g
I<I(KYO/2)

il e R

|<10°CFU/g
e s ot <10 ¢ KYO/e
OpIHCONHCOBYUY MA NNICHAGUY. | |
Escherichia coli |Absentinl g :,:-Absent

T e
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I do hereby certify that the abovementioned data are trustworthy and-l accy ra’tef-'This product-batch is
manufactured (packaging/labelling included) under the quality coxitrol on the ';a}bave;m'%x;ﬁan'ed ..
m_a,n'ufacturing.S‘ite‘{ iixi full conformity with the GMP _reqziir.em'ents_-, -established by the régﬁla‘tﬂryagency 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 #nalysis are reviewed; conformity with

the GMP is established. |

Llunt 5 30¢8i0UI0, 140 NEPEPAXOGANG.GUUje inGopMayin € Q0CMOosiprOI0 | MOuHOI0. Lix cepin npodykyil 6yna

GU2OMOBRENA (BRAION c‘z;ofw HAKYBaHHA | MAPKYEAIHA) 3 HPOBEOEHHIM KOHMPOIO AXOCTH HQ GUUIEBKA3AHIT

gupobrui Olnonuyi 6 noaiiil ¢ionosionocmi. 3 euMozamu GMP,.;acmcz?eaeﬁemmu_pezymmapnm Op2aHOM

Typeuwuny, a maxoxc y 6ionosionocmi 3i creyuixayiclo i Memooamu KORIRPORIC skocmi (MKA), |

sapeecmposanumu ¢ Yipaiui. IIpomoxonu. 6upoGHUYmMea, yRaxosKy ma aronizie byau nepeeraymi na -
ecmaroeneno sidnogionicmy GMP. B RN E |
Surname and position of perso_n,_;appmﬁng bateh release to market o
Ipizewnye ma nocada / 38ants 0co &u,. AKA guoana 0038t HA BUNYCK cepit

Signature and date, stamp
Tidnuc ma dama niOnucanus, newamxa / wmamn | Y
WORLD VEDICINE LAC 2ANM. VESICAS. 0§
15 Tomena W, Gyl Cag, o) 5
Bagoilar £ ISTEHSUL Tie S, Mo TREGED P
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