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G-mail; dis.kyiv@dls.gov.ua, Kon CIAPTIOVY 37079055

BUCHOBOR
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30.05,2024 Ne 27936/24/26

TPEUAKCA 500
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CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIH3A

1 | Name of Product Trenaxa 500 AR No: DN 2 | Manufacturer Country | India
Tranexamic FPS24000173
Acid film coated
tablets 800 mg
Haiimenysamus apoaykuii | Tpenawea 500 Date:06/02/2024 JepmaBa-BUpoBHUK {upist

(Tpanexcamonoi Jara:06.02.2024

KneoTH 500 Mr)

3 | Registration Certificate No

s — UA/10181/01/02
Hosmep peccrpauiiinoro

noceBiadeHi

4 | Strength/potency of the
medicinal product

500 mg

Crura gif / akrusaicrs S00mr

JiKaperKkoro 3acody

5 | Dosage Form Film coated tablets 500 mg

6 | Pack Size N 12 (6x2) in strips

in carton box

Jirkapesra gopma Tadnerki, BRPUTI 000J10HK010,

no 500 mr

Posmip i THO
YHAKOBKH,

Nel2 (6x2)y erpunax
y kapTonHiil ynakosui

7 | Packing Batch No

8 | Date of Manufacturing

~ S ) ETIK23006A - 1172023
Hontep yirakosanot cepit Jlara Bupofursa
Packing Batch Size 781 000 tablets (65 083 packs) 9 | Date of Expiry
Posmip ynawosanol cepil 781 000 Tadrerox (65 083 ynakonox) Jlara 3aKinaens 10/2025

Tepminy HpUAATHOCTI

10 | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited

Unit-11, Plot 12, 15, 21, 23, 24, 25, 26,27, 28 &
30, Survey No. 366, Premier Industrial Estate,
Kachigam, Daman, 396210, India.

Mfg. Lic. Ne DD/375, No DD/376.

Haiisesysanus, MiCIE3HAXOIRCHHS TA HOMEDH ainensift neix
ALSHOK 10 BUPOGHULTBY | KONTPONO st0CT

Marseoac Papmacuioruraic Jlivirea

®aza T, Taor N 12, 15,21, 23, 24, 25,26, 27, 28
i 30, Cropseit Na 366, TTpem’ep Tupacrpiaa lereidir,
Kaunram, Jdamau, 396210, fnaist.

Bupoduuua, miuensin N DD/375, Ne DD/376

11 | GMP Certificates No / Date

U69/72021/GMP Valid till 13,07,2023

Ceprudivarn sixnosiznocti GMP s BCIX AWVIAHOK 10
pupoGnursy i Koirrpoo sikoeti abo (Mpw HASBHOCTE) HOMEPA
nocuaab B 6asi ganux Eudra GMP

0697202 /GMP Tepmin aif 13.07.2023

12 | Result of Analysis/ PesynbTati npoBecHin aHasizy.

Sr. | Tests/ Specifications/ Results/
No, | Howasunxn Crueundixauis Pesyanrati
n/n
1 Description White to off white, circular shaped, biconvex, film White, circular shaped, biconvex,
coated tablets having break line on one side and | film coated tablets having break line
plain surface on other side. on one side and plain surface on
other side.
e Kpyrai, apoomyiii Tadiieriku, sKXpH i obostonxoio, | Kpyrai, ABOOTYRI TabnerKu,
Gitoro aBo saiiwe Oilioro woavopy 3 Jaisieio srpuTi oBeaouKol0, Gl0roe Ko GibOpy
pO3OMY 1A 0AHIH cTOPORT i ragjiki 3 inmoro 6oy, | 3 JIHUU() p(n lomy ya onuilt croponi i
|2 Identification J
MACLEODS Ukraine Vipaina
PHARMACEUTICALS Kiev Kuin
LIMITED Zdolhunivska str., 7-D By 3'1()J16vuiuc1»|m,
02081 02081

Tel/fax: +38 0dd 574 42 94

Tea/Mare: +38 ()44,,5’/4 42 94
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1. Tranexamic acid A. The infrared absorption spectrum of the Complies
sample obtained should be concordant with the
reference spectrum of Tranexamic acid,
B. A dark bluish violet colour should produce. Complies
C. Melting point of the residue (°C) 186 186.2 °C
2. Titanium dioxide | The formation of the yellow color by adding Complies
(30%)(w/w) hydrogen peroxide solution
Inenrugikanin
. Tpanerxcamona A. TH-cnewrp sBuupofyBaHoro 3paska noBHHeH Bianosinac
KHCAOTA, BiANO-BIAATH  CHEKTPY CTANAAPTHOrO  3paska
TPAHEKCAMOBOT KBCHOTH.
b. Tlosia TEMHOTO cnnpo-pioaerosoro | Bianosinae
3afapBleHus.
B. Tesneparypa iiasens - okoao 186 0C, 186,2 °C
2. Twrany niokeua. | Hossa mosroro sabapsaenns upa nopaBanni Bisnobinae
30% (maca/ o0'eM) po3uMy NEPERUCY BOAHIO,
3 Uniformity of | Less than or equal to 15.0 1.6
dosage units
Onnopinnicts [puitvagasue queno (AV) £ 15,0 1,6
JLO30BATHX OHIHIL
4 | Related substances Impurity A - not more than 1.0 % Not detected
Impurity B - not more than 0.50 % 0.05%
Impurity C - not more than .10 Yo Below Limit of Quantitation
Impurity D - not more than 0.10 % Below Limit of Quantitation
Any other impurity - not more thapn 0.1 % 0.04 %
CyuyTai 10MiKe Jonsimka A — une Giasure 1,0 % He susiacho
) Jomiwca B~ ue Ginnute 0,50 % 0,05%
Jomimra C —ue Siasioe 6,10 % Hiue MesKit KIILRICHOTO
] BH3HAYCHHT
Homimga D —ue Giuswe 0,10 % Hiuskue MerH KIALKICHOr o
BU3HAYEH S
Byn-sicol ol inanBiny aa6a0f JoMILERH — 0,04 %
e 6inue 0,1 %
5 Loss on drying Not more than 3.0 % (w/w) 1.0%
Brpara macu He Ginne 3,0 % (v/m) 1,0 %
npn cywrinsi
6 | Dissolution Not less than 78 % (Q) in 45 minute (1) 103 (2) 103 (3) 103
(4) 102 (5) 103 (6) 102
Posunuuicrtn He mennie 75 % (Q) 3a 45 x (1) 103 (2) 103 (3) 103
(4) 102 (5) 103 (6) 102
7 Residual [sopropy! alcohol — Not more than 650 ppm 275 ppm
solvents Dichloromethane — Not more than 80 ppm 27 ppm
3anumxoni Kinbe | Crupt isonponinosnif —mue Girsuwe 5000 ppm 278 ppm
woeri  oprapiumnx | Juxgopmerany - ue diasme 500 ppm 27 ppm
possiHuurin
8 | Assay From 475.0 to 525.0 mg/ tablet (95.0 -105.0 % of 499,39 mg
the declared amount) 99.9 %
Kianxicne Bix 475,0 10 525,0 mr /Tabuerky (95,0-105,0 % sig | 499, 39 %'& P
BHIHAMCHHS 3asBacHuol RiabKoCT). 99,9 % Z 2
MACLEODS Ukraine - Yipaina
PHARMACEUTICALS Kiev Kuis i
LIMITED Zdolbunivska str., 7-D BYJI. 3110310\%11301,1\}\’}:,
02081 0208!

Tel/fax: +38 044 574 42 94
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9 Microbiological

The preparation is allowed:

Mirpobionoriuga
wHETOTA

purity Total number of aerobic microorganisms (TAMC)
not more than 10° CFU/ g <10 CFU/g
Total number of yeast and mold fungi (TYMC)
not more than 10° CFU/ ¢ <10 CRU/g
Esclierichia coli is not allowed in 1 gm of drug, Absent

B npenapari ROMyecRACTHOSE
saraipHe ueao aepofuis mikpoopranizMin

(TAMC) —— ue Giabure 10° KYO/rs <10 KVO /v
3ArafdbHE W10 IPIHAKEBIX Ta IicHe BHX
rpubis (TYMC) — ue Slabiie 10PKYO/r. <19 KYO/r
He nonyekaerwves Escherichia coli yl x He suafigeno
HPENnapary,
13 | Comments (if any) -

Komenrapi (upu

HASIBHOCTI), )

14 Y 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
abhove mentioned stations in full compliance with the requirements of GMP, set by the

Application for local regulatory authority, and in accordance with the specifications contained in the

Certification registration dossier or frade license of the country of the manufacturer or importing
country if the products imported or file specifications in preparation for the
investigational product. Minutes of production, packaging and testing were reviewed and
the correspondence GMP»,

Zastsa npo ceprudivauio, | «llnym s NIATBCPAKYIO, L0 HABEACHA BILUC indopmanisn € gocrosiprow i ToUHOW0, 1o
cepiro npoxyruii Gyso BHpofaeno (BKIIOHAIOUN YIIAROBKY / MAPKYBAHH#) i MPOBELHO
ROHTPOML Ti SIROCTI HA BHILE 3a3navcHii AlAsHi B HOBHIL BIANOBIAHOCTI 3 BUMOTAMI
GMP, BCTAHOBACHHMH MICHEBHM PEryJsITOPHUM OPraioM, 4 TAKOK y siosigocti 3i
cneundiKamismn, Wo  MCTATLC B peecTpauiiinomMy aochc abo peecrpanitinony
nocpinuenui Kpainu-ipoduika abo wpainu-iMnoprepa, AKNI0 HPOAYKUIst iMOopTOBANA,
un B noche cnenHpikamiii HA HPENAPAT AN HOCTIAKYBAHOIO aikapenioroe sacody.
Fiporoxonu BHPOBIHUTBA, YHAKOBKH Ta AHANIZIE OyJ0 NCPeryIsHyTo i BCTANOBJEHO
siznosignicts GMDP »,

15 | Name and positior / title of the person issuing the permit issue series /

[Tpizsuule Ta rocaaa / 3panus ocoln, sika BRANA A03BiA na pHnyer cepil.
Prepared by/IlinroTosieno Prepared by/Ilepenipeno Prepared by/3arnepaeno
H024845 H001422 H023626
Govinda Dilip Nagpure Jignesh Kumar Ramesh Chandra Patel Kandarp Ramanlal Mistry
06/02/2024  11:12 06/02/2024  11:32 06/02/2024  17:28
16 | Date of Signing/ lara nignncauns, | 06.02.2024

This is electronically generated report, hence signature is not required,
CepradiaT 3reHEPOBANHO ABTOMATHHHO T4 pinuc ve noTpidnuit

MACLEODS
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LIMITED
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Zdolbunivska str., 7-D ByJ1. 3080y HIBCBE
02081 02081 I

Telffax: +38 044 574 42 94 Ten/Paxc: -i~38"'(/)-$4 574 42 94
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