HEPJKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Coivsuanod, 3, 02099, ren, (044) 295-26-85
E-mail: dis.kyiv@adis.gov.ua, Koa CAPTIOY 37079055

BHUCHOBOK

Mpo sIKicTs BBesenoro B Ypainy JHRAPCLKOTO 32¢00y
Ne 27954/24/26

30.05.2024
TPEHAKCA 250
uo 2 erpuny B

(maiisertynaints dikapenwkaro 3ACOBY 1rinne 3 peecrpaniitiing HOCHIICITIAM )
abuterkn, BipuTi 060501010, 110 250 MI 110 6 Tadierok v erpuni;

rapronmniit kopotni
(ropya minycsy, Josymus, s HRARY s Hapeskoro sacoly)
CIKEHM T

Howmep peecrpadiiizioro nocsinuenns UA/10181/01/01 STPOK AT pecoTpauiiinoro nocsinuenus HEOBM
Kisskicrs saesenoro gsikapenkoro sacoGy 2000

Cepis nikapenkoro suco6y Ne ETA724001A
Magkneoue Gapmacuioruianc Jlinites, His
(Haiiycny minm sapoGioka Sikapesrore 3eodY, KPUTI NOXOMCHIE)

Bupobumuk
Torapuerso 3 oGMeren00 BANOBIAAILIICTIO "MAKJEOAC

DAPMACBLIOTIKAJZ JIUMITEL", incnr. won: 37554108

(nafivenynauns a ko 3a CUPTIOY jopiaunanot ocoGi 86o upissuine, im'y, ne Garsxoni
imrmof ocobin - nimnpieste, W Miciie HPGH BN ra peee padinmii nosep obaikonof

Beescno o Yipainy
AP (R IS Hoaar ki abo eepbi ta nosep nacuopTa)

Hporoxon sisyansnoro xonrposmo nin 23.04.2024 Ne 1388/4.

JlaGoparopnnii ananis skocTi nikapeukoro 3acoby yificHermiis
JlaGoparopis 3 kownrpomo sxocri nikapepkux 3acoGis TOB “JIOBPOBY T-JIIKHUIIAB" (M. Kuts,

Bys1. Hosropoa-Cinepebka, 6y.1.3, neskurnoni npumiuieiins 92) .
tnalivenyBanug 7a micienmseskesg 1adopia opii, o HPGIRI AGSQDATOPsHiT kU3 skoeti)

Bucnonrox wao skocri nikapenkoro sacody. siarnii aGoparopicio six 30.05.2024 Ne 704-24

Pesynvrarn nadoparopnoro ananizy axocri nigapenioro 3aco0y za nepesipetizin HokasHikaMy BIAMOBIAA10TE
n Vipainy

NBBCICHO

BHMOFaM METOLIB KOIEFTPOIO AKOCTI (@anFeo-HOPMATHBIOT AOKYMEHTAILY).
$acit

apcuKriti

Agupehkux sacolin.
[nau 3ALBOPHMX

(initianm ra apisoie)
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

1 | Name of Product Trenaxa 250 AR No: DN 2 ¢ Manufacturer Country | India
Tranexamic FPS524000718
Acid film coated
tablets 250 mg
Haiimenypanus npogykuit | Tpesaxea 250 Date:05/04/2024 Hdepxasa-supobunk Ingin
(Tpanexcamosol | Jara:05.04.2024
KHCTOTH 250 pr)
3 | Registration Certificate No 4 | Strength/potency of the | 250 mg
-~ UA/10181/01/01 Iedicimalipioduct
Hosmep peecrpauiitnoro Cuaa gii / akTusnietn 250mr
| HO¢RiAueHHn JdirapcksKoro 3acody
5 ! Dasage Form Film coated tablets 250 mg 6 | Pack Size Nu 12 (6x2) in strips

| in carton box
Jlirapenka opma Tabaerkn, BrpuTi o6oneHK00, Posmip i THn Nel2 (6x2) y crpunax

no 250 mr YOAKOBKIE, Y wapropuiil ynakosui
7 | Packing Batch N : i
icking Batch No N ETAT24001A 3 | Date of Manufacturing 02/2024
Honep ynakosanol cepii Jam srepobunntea
! Packing Batch Size 27 000 tablets (2 250 packs) 9 | Date of Expiry
Posmip ynakosanov cepif 27 000 TaBnerox (2 250 yrakosow) Aara 3akinucHns 01/2026

TEPMiy npuasTHocT
Macleods Pharmaceuticals Limited

Unit-i1, Plot 12, 15, 21, 23, 24, 25,26, 27, 28 &

3G, Survey No. 366, Premier Industrial Estate,
Kachigam, Daman, 396210, India.

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

Mascneone @apmackioruranc Jivirea

®aza 11, Mnor Ne 12, 15,21, 23, 24, 25, 26, 27, 28

i 30, Ciopseii No 366, Iipem’ep Ingacrpiaa lereiir,
Kaunrasm, Dasan, 396210, Tuain,

Bupofnuna. sinensia N DI/375, Ne DD/376
0692021/GMP Valid till 13.07.2023
069/2021/GMP  Tepain 4if 13.07.2023

10 | Name, address and license numbers of Mfg unit

Hajimeuyeannn, micuesnaxomxenies Ta HOMePH Jientiii seix
HUBTHOR 110 BHPOGHHITRY | KOHTPOAIO SIROCTI

1 | GMP Certifieates No / Date

Ceprudikaru signosinnocti GMP ans Beix AisHOK no
BAPOBHHLTBY | KORTPOTIO AKOCTE 200 {npu nasnsHoOCTI) HOMepa
nocuntank B 8a3i ganux Eudra GMP

12 | Result of Analysis/ PesynoraTu nposeaeHnn auaniy,

Sr. | Tests/ Specifications/ Results/ -
No, | [forasunkn Cneundrixanin PeayabraTn
Nu
/1
i Deseription White to off white, circular shaped, biconvex, fiim { 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
ofher side,
Omnne Kpyrmi, apoonywai tabaeriu, skputi obonouroio, Kpyrni, ABOOGIYKJIF Talnerkiy,
Bimoro abe wmaiime 6Ginoro KOALOPY 3 JiNiclo | BrepuTi oBononroew, 6inoro Koakopy
PO3IONY Ha OANIN eToponi i rmaaki 3 inuoro Goky. | 3 MRS POgaoMy Ha 0auifl cToponi i
rgm?ﬁf;‘h%go\ OKY.
2 [ Identification OG>

Macleods Pharmaceutieals Limited
Unit-IL, Plot 12, 15, 21, 23, 24, 25, 26, 27,28 &

30, Survey No, 366, Premier Industrial Estate,

Kachigam, Daman, 396210, India.
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L. 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 peoint of the residue (°C) 186 185.2 °C
2. Titanium dioxide The formation of the yellow color by adding | Complies
{30%)(w/w) hydrogen peroxide solution
LoenTodiikanis
i. Tpanercarsona A, I'[-cnexrp sunpolyBanore spaska nosunen | Biamosiaac
RICAOTA, BIANO-BILATH  CReKRTPY CTAHAAPTHOIG 3pa3ka
TpaHeKcaMoBol KHCIOTI.
B. IMosiga TeMHOFO cuitbo-ioaerosoro | Binnosinac
3afapsieHns.
B. TemnepaTypa naaeaenus — oxono 186 °C, 185,2°C
2. ToTany aioxcua. [Tonea swosToro sabaperenis NpH AoAaABaAHKI Binnosinac
30% (n1aca / 06'em) pO3MHHY NepPEeKHCY BOMHIO.
3 | Uniformity of | Less than or equal to 15.0 2.5
dosage units
OanepiaHicTs Mpuitmansue aneno (AV) £ 15,0 2,5
JLO30BAIHX OHN 0L
4 Related substances Impurity A - not more than 1.0 % Not detected
Impurity B - not more than 0.50 % 0.048%
Impurity C - not more than 0.10 % Below Limit of Quantitation
Impurity D - not more than 0.10 % Below Limit of Quantitation
Any other impurity - not more than 0.1 % Not Detected
Cynyroi Z0MiBIKI Homintka A —ne Ginswe 1,0 % He BusiBreno
Hominzika B — ge Sinnwe 0,50 % 0,048 %
Jomimka C — e Giapoie 6,10 % Husxue mexn KifbgicHoro
BU3IHAYCHHA
Hominrka D — e dinwure 0,10 % Huwue mexH winbrkicHoro
BHIHAUCHHS
Byae-axol inwol inansinyansnol gomimun — He susaaseio
e Oiawwe 0,1 %%
5 Loss on drying Not miore than 3.0 % (w/w) 1.1 %
Brpata mach He Ginsme 3,0 % (M/m) 1,1 %
npi cywinnl
6 Dissolution Not less than 75 % (Q) in 45 minute (1) 100 (2) 100 (3) 10¢
(4) 99 (5 100 (6) 102
PozuunuicTe He menwe 75 % (Q) 3a 45 xg (h 100 (2) 100 (3) 101
. (4) 99 (5) 100 (6) 102
7 | Residual Isopropyl alcohol — Not more than 650 ppm 327 ppm
solvents Dichloromethane — Not more than 80 ppin Not Detected
3aanukosi Kine- | CrnpT Bonponinosnii —ue 6laswe 65¢ ppm 327 ppm
woert  opramivmix | Anxaopmeran — He Ginsuie 80 ppm He punusneno
POIHHHHHKIB
8 Assay From 237.5 to 262.5 mg/ tablet (95.0 -105.0 % of 251.37 mg
the declared amount) 100.5 %
Kinukicne Big 237,5 a0 262,5 mr frabnerxy (95,0-105,0 % sia

BHIHAYCHHR

3asBAeHHOT KiTbKOCTi).

Macleods Pharmaceuticals Limited
Unit-H, Plot 12, 15, 21, 23, 24, 25,26,27,28 &
30, Survey No. 366, Premier Industrial Estate,

Kachigam, Daman, 396214, India,
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9 | Microbiological The preparation is allowed:
purity Total number of acrobic microorganisms (TAMC)
not more than 10° CFU/g <10 CFU/g
Total number of yeast and mold fungi (TYMC(C)
not more than 10° CFU/g <10 CFU/g
Eseherichia coll is uot allowed in 1 gm of drug. Absent
MikpoGionoriuna B npenaparti gronyeraerses:
HICTOTS 3arAgLIe Uncio aepodnnx Mikpooprauizmis
{TAMC) — xe Ginvme 10° KYO/r; <10 K¥YO/r
3ATATLHE Y1I¢10 APIKAREBHX TA [HICHEBHX
rpudis (TYMC) — e Ginswe 10° KYQ/r. <10 KYO/r
He nonyckaerwen Escherichia coli y 1 r He znafiaeno
npenapary.
13 | Comments {if any) -
Komenrapi (apn
HASIBHOCTI). j
14 "T hereby certify that the above information is true and accurate. This series of products
have been produced (including packaging / labeling) and conducted quality centrol on fhe
‘ above mentioned stations in full compliance with the requirements of GMP, set by the
| Application for local regulatory authority, and in accordance with the specifications econtained in the
i Certification registration dossier or trade license of the country of the manufacturer or importing
: country if the products impurted or file specifications in preparation for the
| investigational product. Minutes ef production, packaging and testing were reviewed and
| the correspondence GMP»,
3annma npo cepridikanite. | «llum s wigrsepakyio, wo uaseaena e indopMania € gocrosipuoo i Townow, o
cepire npoAyRRIT Gyne BpOGICHO (BRONMAIYH YOAKOBKY / MaAPKYBAHHS) | nporeseno
KOHTPOAL i fAkeeTi na euwe s3asnaveHiil Ainsgnui B nosuill sipnopignocti 3 symoramu
GMP, ecTaHoBACHAMI MICLEBHM PEryNsiTOPHOM OpraHoM, 4 Tawow y sianosiamocri s
eneundixaninyn, wo MicTHTLES B peccTpauiiiHomy Aocke aBo  pecerpaumifinoMy
noceinienni kpaiun-snpobumrra afo kpalun-imnopreps, axkuw npoayxuis iMnoeprosaua,
4 B pockbe cnenddikaniii wa npenapar MR HOCHIAKYBALOre JIKAPCLKOFG 3ncaby.
Hporokonn supoGHHUTEA, yOakoBKH T4 ananizis Oysno nepernauyTo i scranosaeno
sianosignicte GMP ».
15 | Name and position / title of the person issuing the permit issue series /
Hpizeine ta nocana / 3sannst ocofir, TR BRAALA J03BIA (A BHOYCR cepli.
Prepared by/ HizroTopaeno Checked by/ ITepesipeno Approved by/ 3atrepamenc
H024949 HO01422 H023626
Ghirag Ramesh Bhai Patel Jignesh Kumar Ramesh Chandra Patel Kandarp Ramanlal Mistry
05/04/2024  14:34 ' 05/04/2024  15:25 06/04/2024  10:06
Printed by/Posapyrosano: Sachin Duyandev Dhumal | Printed on / Posapyopano: 06/04/2024  10:25
Note: This document has been generated electronically with E-Signature,

{ Upnwirtiea: CeprudinaT 3rellepoBane agTOMaTHUHD 3 eJCKTPONIITM NLUTICOM

Macleods Pharmaceuticals Limited
Unit-II, Plot 12, 15, 21, 23, 24, 25,26,27,28 & .
30, Survey No. 366, Premier Industrial Estate, -~

Kachigam, Daman, 396210, India.
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