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CERTIFICATE OF ANALYSIS
CEPTHOMRAT AHAJH3A

1 | Name of Product Trenaxa 560 AR No: DN
Tranexamic FPS24000173

Acid film coated
tablets 300 mg

2 | Manufacturer Country | India

Haiimenysanus apoaykuii | Tpenarea 500 Date:06/02/2024
(Tpanexcamonol JaTa:06.02.2024
KereoTH 500 mr)

JepmaBa-BHPOBHIK {upis

3 | Registration Certificate No

1| Strength/potency of the | 500 mg
medicinal product

Homep peecrpauiiinore UA/10181/01/02 Crura giv / aRTHBHICTD 500nmv

no¢Biauenn JIKAPCHKOTOo 3ac00y
5 | Dosage Form Film coated tablets 500 myg 6 | Pack Size N 12 (6x2) in strips

in carton box
Jirapesra gopma Tadaerku, BRPUTI 000N0HROIO, Posmip i THo Nel2 (6x2) y erpunax
1o 500 mr YUAKOBKH. y kapronHiil ynaxosui

7 P;wking B'r.lfCh‘ No — ETICZ3006A 8 {)ate of Manufaeturing 1172023

Hontep yrraxosanot cepil Jlara BupobHHITBA

Packing Batch Size 781 000 tablets (65 083 packs) 9| Date of Expiry

Posmip ynarxosanol cepii 781 000 TabacTox (65 083 ynaosok) Jara saiingens) 10/2025

Tepminy IPBAATHOCTE

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/378, Nb D/376.

Halimenysanus, MicHe3uaXouReH sl Ta HOMEPR ainensift peix
ALESIROK 10 BUPOBHHUTBY | KOHTPOMIO AKOCTE

Marneonc Mapmacsrornraic Jlivirea

dasa 11, aor Ne 12, 15,21, 23, 24, 25, 26,27, 28

i 30, Ciopseit N 366, Hpem’ep Tnaacrpian lereiir,
Kaunras, daman, 396210, Tnaia.

Bupofinuua, giuensin Ne DD/3TS, N DD/3T6

11 | GMP Certificates No / Date

GEOULIGMP Valid G 13.07,2023

Ceprudivarn sianosignocti GMP s BCIX AVIAROK HO
BrpobuIrRy i KoITPoMo sikocti ado (npw nasiBHoCT) nomepa
nocusank B 6asi panux Eudra GMP

0697202 /GMP Tepsin aif 13.07.2023

12} Result of Analysis/ PesynbTati MpoBejenist auasisy.

plain surface on other side.

Sr. | Tests/ Specifications/ Results/

No, | Iorasungn Crenndianis PesyapTaTu

n/n

1 Description White to off white, circular shaped, hiconvex, film | White, cireular shaped, biconvex,

coafed tablets having break line on one side and | fitm coated tablets having break line

on one side and plain surface on
other side.

Omne Kpyrai, asoonykai rabieriu, prepuTi obosonroio, | K pyra, ABooya TabneTKH,
Ginoro ado mafime Olroro Koavopy 3 Jgimicro srpuTi 08010HK030, Gl0TG KOGLOPY
posaoMy ua eauiit eroponi i yaamei 3 inmoro oKy, | 3 JHIICIO PO3IoMY HA onuiit cropoui §

FanAK 3 g ore-G6uR

|2 fdentification
MACLEODS Ukraine Yipaina
PHARMACEUTICALS Kiev Kuin
LIMITED Zdolhunivska str., 7-D By, 3n0byHinenKa,
02081 02081 ]

Tel/fax: +38 044 574 42 94

S -
Ten/Dare: +38 044,574 42 94
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HOZ0BANNN OJHUHIDL

T 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 Titamiam dioxide | The formation of the yellow color by adding | Complies
(30%)(w/w) hydrogen peroxide solution

Lientudikanin

. Tpanexcamona A, Y-crexrp suupoefysaHoro 3paska nosused Bianosigac

KHCAOTA, BiAHO-BIAATH  CHEKTPY CTANAAPTHOO  3pa3Ka
TPARHEKCAMOBOT KHCHOTH.
b. Tlosia TEMHOTO cnipo-gioserosore | Bianosinae
3afapBaeHs.
B. Tesueparypa naasienus — oxoqao 186 0C, 186,2 °C

2. Twrany niowceng. | Hospa mosroro sadapsaenin npi AoAaBAN] Binnobinac
30% (maca/of'cy) posaMY HEPERUCY BOMIHIO,

3 Uniformity of | Less than or equal to 15.0 1.6
dosage units
Omnopinuicrs fpuitmaasne aueno (AV) < 15,0 1,6

4 Related substances

Impurity A - not more than 1.0 %
Impurity B « not more than 0.50 %
Impurity C - not more than 6.10 %
Impurity D - not more than 0.10 %

Any other impuyity - not more than 0.1 %

Not detected

0.05%

Below Limit of Quantitation
Below Limit of Quantitation
0.04 %

CyuyTHi 10MiKR

Howimxa A —ue 6iasure 1,0 %
Jomica B~ ue Gianuie 0,50 %
Jomimka C — e Giasiae 0,10 %

Homimga D - ne 6lasuie 0,10 %

He susisiaeno

0,05%

Hiue Mo KlipRIiCHOTO
BHBHAYCHHT

Huseae MemH KIALKICHOTO

BUIHAYCHHS
Byab-sol imof inansigyaanpnol JoMIiLIRT — 0,04 %
e Gianwe 0,1 %
5 Loss on drying Not more than 3.0 % (w/w) 1.0%
Brpara macu He Giapie 3,0 % (m/nm) 1,0 %
npn cyuinui
6 Dissolution Not less than 78 % (Q) in 45 minute (1) 103 (2) 163 (3) 103
(4) 102 (5) 103 (6) 102
Posunuunictn He mernie 75 % (Q) 3a 45 x8 (1) 103 (@) 103 (3) 103
(4) 102 (5) 103 (6) 102
7 Residual {sopropyl alcohol — Not more than 650 ppm 275 ppm
solvents Dichloromethane — Not more than 80 ppm 27 ppm
ZanumKosi ki | Crnupr isonponinosaii —une Glrsue 5000 ppm 278 ppm
goeri  opragivnmnx | Juxsgopseran —ue diapure 500 ppm 27 ppm
possHnuRIn
8 | Assay From 475.0 to 525.0 mg/ tablet (95.0 -105.0 % of 499.39 mg
the declared amount) 99.9 % e
Kianricne Bix 475,0 a0 525,0 mr /Tabaerky (95,0-105,0 % Bin 499,39 wr. /;;51 : ‘“?c,.{/:}}:‘\
BHIHAMCHES sanpaenuol kianroceri). 99,9 % FE AN\
T 7SI %A\
/
MACLEODS Ukraine - Yipaina & g
PHARMACEUTICALS Kiev Kuis Vi¢
LIMITED Zdolbunivska str.,, 7-D By 3110n6)'rii8c1-,f§£§z~\’;],"
02081 02081

Tel/fax: +38 044 574 42 94

S
Tea/Mare: +38 044’574 329
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9 Microbiological
purity

The preparation is allowed:
Total number of aerobic microorganisms (TAMC)

Mirpobionoriuna
HHCTOTA

not more than 10° CFU/ g <10 CFU/g
Total number of yeast and mold fungi (TYMC)

not more than 10° CFU/ g <10 CRU/g
Escherichia coli is not allowed in 1 gm of drug, Absent

B npenapari ROMyCRACTHOS!

saraipHe 4ncao aepobuis mikpooprauisMis
(TAMC) — we Siapie 10° KYO/r;
JAradbHE YHEI0 APHIUKEBIX TA TicHeBHX
rpubis (TYMC) — ue Siabnie WRYO/r.
He nonyexactven Esclerichia cali yl v
HPEHapary,

<10 KYO /v

<10 KYO/r
He suaiigeno

13 | Comments (if any)

Komenrapi (npu
HasIBHOCTI),

14

Application for
Certification

"} herchy certify that the above information is true and accurate. This series of products
have been produced (including packaging / Jabeling) and conducted quality control on the
above mentioned stations in full compliance with the requirements of GMP, set by the
local regulatory authority, and in accordance with the specifications contained in the
registration dossier ov trade 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»,

Jastsa npo ceprudpivaniio,

«llpm a1 MiATBEPARYIO, O HABEACHR BRHILE indopmanisn € gocrosiproin i TO4HO, Ihio
cepito npoxyruil Gyso Brpodaeno (BKIOHAIOUN YIAROBIY / mapwypanus) i nposeieHo
ROHTPONL 1T AKOCTL HA BUILe 3a3naveHii Alasiini B noBuill signosixEocTi 3 BUMOTaMH
GMP, BCTABOBACHHMI MICUEBHM PEryJSITOPHUN OPraHoM, 4 TAKOK ¥ sianosiggocti 3
cneungikaniszg, WO  MICTATLE B peecTpaniiinomy  A0ChC abo  peecrpaniinomy
nocsiauenni kpaini-pipodunka afo wpaiunu-innoprepa, AKUIO npoayKuUis imaopronaua,
G B A0chEe cnenH(iKAWI HA HPCHAPAT AN HOCHILKYBAHOIC aikapenroro 3acoly.
Yiporoxoau pupoduursa, ynakoBkn 1a AHAMIBIB OYAO NCPervisiHYyTo | BCTANOBJEHO
sianosimicrs GMP »,

15 | Name and position / title of the person issuing the permit issue series /
[Tpizpuuie Ta nocasa / 3panss ocoln, sika BljIAI JLO3BIA A pHIYCR cepil.

Prepared by/Ilinrorosseno Prepared by/Ilepenipeno Prepared by/3arsepimeno
11024845 H001422 H023626
Govinda Dilip Nagpure Jignesh Kumar Ramesh Chandra Patel Kandarp Ramanlal Mistry
06/02/2024 11312 06/02/2024 11:32 06/02/2024  17:28

16 | Date of Signing/ Jlara mipuncanus,

| 06.02.2024

This Is electronically generated report, hence signature is not required,
CepruiraT ArCHEPOBANO ABTOMATUMHO T4 pignuc e noTpibnuit

MACLEODS
PHARMACEUTICALS
LIMITED

Ulcraine Yipaina

Kiev Kuin
Zdolbunivska str., 7-D ByJ 3poadyning
02081 02081 /’

s
Tel/fax: +38 044 §74 42 94 Tea/Dascc: +38044 874 42 94




