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CERTIFICATE OF ANALYSIS
CEPTHOIKAT AKOCTI

Product name

Hazed fspadyxmy__ )
Pharmsacoutical form, package type
and size.

Aikapcoxa gopma, mmun ma pocsiy
YHOKOBKY

Dosage / potency
Hoza ! cung i

Registration certificste
Feccmpayfine noceiGyaning

Bateh size

Fosip eapii

Baich no,

N eapit

Manufacture date

dama supobntiymag

Expiry date |

Tepmin npudamuocmi o

Punpownar 11221918 1.jog

2

"'Manufaqtiureﬁ"bg:w{jmﬁ-mglcm;ﬁ*;i:mf:'W.'?E’-"I"‘IC,-.A.-S.-

Location: 15 Temmuz Mahallesi Cami Yalu Caddesi
Nig:50 Gunesii Bageilar/Istanbul, Tarkey
) | License: TRATY/2019/12:2 .
BupoStero: YQPAX MEAVIHHE UIAY CAH. BE TIIE. AL,
Micuesnaxommegiee 15 Teanys Maxunsenti Txani Hony IMwaanec
- W30 Dloweneni Barmsanap/Cranbya, Typeaunna
0 Jlinensin: TRIAUY/2019/12-2

= No, 40000000019

PHITPQHAT . T

hard capsules, 506 mg, 15 capsules n blisier, 4 blisters with a leaflet in &
ecarton box

Kancyan. meepdiy 300wz vo 15 worcy y-Gaiemeph nio 4 Gricmepy pasos 3
THCHIPYRUIEWD N MEDUUINO SUMOCYOURIA Y RAPIIGHATH Kopotui
Meldoniym dibydrate 500 mg

Menvooriio ouzidpanty 300 maz
Ne UA/18205/01/01

44343 packages / ynaxosox
112231918
12.2021

11.2024

| TEST LIpMIT RESULT !

. Hoxasnury axocmi Hopmpearina Pespromam |
Deseription Hard gelatin capsules, size 0, with opaque red- | Gonfarm

L Onuc brown ¢ap and opaque yellow body, contsining | Biarosinsc i

' | white'to.almost white powder.

Taepoi owcenansumsi xancynu, passeip- A 0,

| KDUB2URG.  MTMOB0Z0  MEPEANO-KOPUUNEEG20 1

| KOTBOPY, RAPHYE MAMOBOZO HCOSMIULO KOFLGPY, i

MO MICHAImML nOpowox ol Ginoen do maibice i

N | 6lno20 xoavopy. - % P o

dentification 5

¥

'+ foenmugbixayin
1 ~meldompium dihydrate
- seandonio Ouzidpunty

"
J

|
| -iron oxide yellow
|~ aaizu orcudy scosmuil.

~iron oxide red

Retention time of the major peak obtained in the Canf@nn )
clwomatogram of the sample solution should be | Bignosime.
‘concordant to that of the standurd solution. |
Hac ympuniysanns ocnosuozo rixy na

1 8i0n0GIdamMU NaACY YIMPUMYGAHNR OCHYERO20 RiRY
| WA XPOMDROSHAMIT CIIAHAGPMHO20 POTIURY.

| Red colour should be obtained.
| Mae cnocthepiaamiies vepssie sabapenessa.

VAL L b b o e

e AL L L ALY ey £ AR s smpa i

NPOMAINOZDAAT SURPOOYEHGZO POSVUNY MAE

Conform
Bianopizas

Blue precipitate should be monitored in test
solution,

¥ sunpobysanomy posyui MAE CROCIHERIZany
CURIT ocad

Conform
Biinosinae

Orange-yellow coloyr should be obtaig '. _
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Matitifaotured by WORLD MEDICINE YLAC SAN. VE TIC. A S
A WORLE MEDICINE . 3 Location: }ﬁ Temmiuz Mahallesi Cami Yolu Caddest
Pﬁmmﬁuﬁaaf r:ompa:;y | I*Tmsﬁ Gunesli Bagellar/Istanbul, Tirksy
© © License: TRAUY/2019/12:2
Bnpcﬁnﬁﬁt} ‘YOI‘JIZI MEAVIWH IAY CAH. BE THOK, AL
Micuesngxomwenin: 15 Tenys Maxaunensi Jucani Hony Iikaanect
N..SG Fwyemm Bermiasnap/Cram6ys, Typeraana
; J’Z&uemm TRIUY/2019/12-3

|~ muanary Oloxcudy | !Ma&eﬁééw‘_wﬁ T ley— Binnosinge
1 | 3abapenarng | 1 SN RV
Average mass | 550:0 mg fw}ﬁ:é-f&% (509 - 551 mg (mr)) 541 mg (Mr)
Cepedmsmaca i Not mc:z% than: 2 of the individual masses deviate
from the: average mass by more than 7.5% and | Conform
- Uniformity of muass | none deviates by more than 15.0%. Bitnosizac
| Odnopionicm, macu 1 He Ginvwe 2 indusiovannuy mac eloxunsiomscs
| | 80 cepednsol macu Olnvty nive #a 7,5%% i Jeodng
e 3m¢me&r¢)mmmmﬁmamnmnaﬁ 0% . | o
Disintegration 1 < 15 minutes. | 13 min (x8.)
LPognadanns | <15 xs. ) . )
Water content < 220% 18.7 %
| Buiem eodu ‘ ) | - e
Unifermity of dosage units Acceptance  value {(AV) should meet the | Conform
Odnopiduicmy requirements. Bignosigae
£ 00308aHUX OOUHUHD Hpwitigmue snavjenist (AF) Mmae  sidnvgidgmu
- o BUMOZGM.
| Dissalution " > 80.0% of the label claim in 45 Imm {Q"‘?S 0%) | 86.7%
‘meldonium dihydrate
| Poszusmenns > 80,0% 6id sassnenol kimsxocmi npomsaeom 45 |
| MeABIOHIE Suwidpamy x8. ((2=75,0%) |
1 Assay 500.0 mg/capsule (Mr/kanc.) & 5.0% 498 mg/caps
| meldonium dibydrate (475.0 - 525.0 mg/ capsule (Mr/xanc.) (mr/xanc.)
+ Kinpxicne susHiteenns |
| measdonno ouzidpamy !
+ Related substances
| Cynpoaioni domiuuu

¢ -max. unkown impurkty 1%
L MAKCHMGRLAO i 5
3 HeIOEHPPIROSGH OOMIER} + J
| -tut&!'impurities ’

iR
<
b3
oy

;
F

R, - R

LLSYMADOMBMOK K1.0% R |
i Murﬂbwlaglmi qualzty

Mixpo&iorozivna ucmone: | £16° CFU/g (KYO/r) <1 CFU/g (KYOfm)

~total amount of aerobic | T —. i

microorganisms (TAM{‘.‘),J

| SqRaiBHETRiNEKIcms agpofve

| Mixpoapaanizvie (FAMC);
“otal amount of yeast and mofd i1 Vo
(TYMO); I <108 CFUfg{K 18 ﬁ ] <1 CFU/g tKYOn)
- FAMUIBHA RITLRICME .

| Apidcscorux mia naicenedy - AV
epudis (TYMC); | Shouild be absemfg N

Absent'g.
-Escherichia coli L BigcyrHifr gg:wlgﬂf

{4 do hereby certify that the abovementioned data are trustworthy and accurate. Thispros
is menafaciured @aﬁﬁagﬂtgﬁabeﬂrﬂg included) under the quality conwrol on the
manufactioring sive in full conformity with the GMP requirements, established by/tls
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Manufactured by WORLD MEBICINE ILAC SAN. VE TIC. A.S.

Location: |5 Temmuoz Mahellesi Cami Yolu Caddesi
- N5 Gunesli Bagoitar/istanbal, Twkey
- Leonse: TRIOYA019/122.
Bipodaeso: VOPAX MEDUINA LAY CAR. BE TLIUK, A.10.
Micuesnsxommrenss; 15 Tevuys Maxaeni nani Posy xamnec
Ne50 Comemni barawwnap/Crambyn, Typeddnna
Joersin: TRAUY2019/12-2

of Twrkey ws well as with the specification and costrol methods of the analytic-normaiive
documentation, ‘regisiered in Ukraine. The pritacols igf manufacture, packaging and anulysis are
reviewed; colformlly with the GMP iy established. = "

Hu 5 3ucelouyio, wo nepepuxosana aigie Indidpmnnin ¢ docmosipore | mounae. Ifa cepin
HPpOOYKUH GYNA. GUZOMORRENA (BKAIGUAIONN HUKYBOHRA / MAPHPeaiR) 3 Rposedentam RORIMPORIO
RKOCHY KA SUMUGeSRAZANIE supobruvid pdinswuui & noewrili sldnosiduvemi 3 eumezamu GMP,
GCMUHOBREHUME PLIYARMOPRUM OP2HOM TYpequtnu, 4 maro»e y sidnosidnocmi 3i ecneyudivanion |
MemMoOaMK KeHmponio Arocwi (MKH), apecomposanumu ¢ Yipuini, Hpomorxon supodiuymen,
yRARGeRy WA HHANEIE Oy uepezngnymi ma conanoeneno eidnosionicnn GMP,

Surname and position of person, appraving batch
release jo market

Aipizevge ma nocadat ssanwst 0cobu, Ava UdLia
-JO36LR MO BURYCK CEPil

oA

Signatwre und date, stamp- S
LHonuc ma Oama nidnucCanis, pevamiag / wnicin 18.02 2022

WORLD MEDICINE ILAT SAM VETIC, AS
1 Temenug Mgh. Camiyolu Cadd NasBS
Bagedsr 1 ISTANBUR Tic Sic. Nin T8236850
Glneg UL 814048 5%
Mésis Not 814 038057240 (017




