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CEPTIHOINKAT AHAJIIY

1 | Nameof Product Trenaxa 500 AR No: 2 | Manufaclurer Countr v | India
| Tranexamic Acid DNFPS2304H 166 |
film coated tablets
300 mg .
i Haltaenypauns Tpenawea SO | Date: 18/07/2023 Aepwasa-supodunw i
: Py RILT ( I'pantercanriopoi Hara: 18.07.2023
wiresoTi S00 mr) | - ﬁ
3 Registration Certificate 4 1 Strength/potency of the | S my
. No UA/10181/01/02 _medicinal EE.F__E?[“{F‘___..__.‘ ............. P
| Homep peecrpaniiinoro ! | Cnja ait / akvusuicrn RIHST
. OCBILIYCHS . ) | AIRAPCLROTO 32000y . |
& . Dosage Form - Film coated tablets 500 mg 6 Pack Size N2 12 (6x2) i strips
in carton box e
# Imﬁ—p_'c;m popra - Tadae rwﬁ?hunn Ti 0fosonKoI0, ] Posmiip i Tio T2 (682) v oer pnn,n
? | MOS0 e | YHAROBKH, Ly saprouniii yiswonni |
Ty [ Packing Batch No 8 | Date of Manufacturing '
| Hosep voaronanel - ETK23003A Aara pupodnnrea 0872423
cepif : _ . )
Packing Batch Size 603 000 tablets (50 250 packs) o 9 ?_Drtte of Expiry
Possip yonaxosanoy 603 (08 rabaeron (50 250 VAAKOBOIK) Aaa sasttienssn 042025
L cepii - B repyiny npiaioen o ~ o
B0 T Name, address and ficense numbers of Miu unit Macieods Pharmaceuticals Limited
: Unit-T1, Plat 12, 15, 21, 23, 24, 25, 26. 27. 28 & 30,

Survey  No. 366, Premier In{iusn tal  Fastaie,
Kachigam, Daman, 396210, India.

Mig. Lie. No DD/375, Nt DD/376.

Iiduuem BAlIH, mLuenmw'hﬁmum TA HOMepH ainensiii seix Maraeonc Papryacoioviwanace Jliviten

AIKHOR 110 BUPOGHINITRY | KOHTOEO SINOCT] Dasa 11, Maor N 12, (5, 21, 23, 24, 25, 20, 27, 281
30, Copsein Ne 366, Hpea'cp luaacrpian tereiin,
I{ﬂtnu'm:,,ﬂ,:nnu{ 3962!{} iurziu |

11| GMP Certificates No / Dnte

Cepradivaru nimosinnocti GMP aas peix 4iasnnow o {}G‘}Qf}"lz’(.\ll’ IL[}HIH At I { .3[}2}
- BHDOGHIUTBY | RONTPOMIO SKoeT! aG0 (UpH RASIBHOCTT) noMe

Cocdaiis B 031 amy

_ 1 Eudra GNP
______ 12 | Result of Analysis/ Pesyanrarn iposeacuin ananisy, o - _ -
Sr ‘ Testgl== 1 Specifications/ i Results/ T
'\u y gﬂﬂgzﬁ\a Crienndinania Pesyabrani
/ J ’“oa .
,___”"r' ?o‘ ‘
i =wuﬂmn ““b AV Mte to off white, circular shaped, biconvex, film White, circular SI]:lp&l_, hiconvex.
’ ;5-" M“CD%? 4 VOB E od tablets having break line on one side and Plain | film coated tablets having hreak line
- %3 w@m‘ 'ﬂ»ﬁ “kg: ace on other side, an one side and plﬂirnumiurfm:u on |
; ":K;; \P*“ other side, ‘ﬁ,..-;‘:ff'q“;;“_'?:f'-‘%m ;
: i b? -i-“ 1y, ABoonyrst rtabperky, BrpHT o6oa0HKOI0, Kpyrai, gﬁ'ﬂp};aﬂ‘*‘*ﬁumawmu,
i Oiac:?ﬁf o100 260 Malie 6L10r0 KeaLopy 1 atiniclo posnosy | prpuTi ﬂﬁﬂ} Loy, O 010, KON Loy '
f : —egas ® Ha oAniil ¢ CTOPOHE | CAHARE 3 THUIOI'O GOy, 3 AIHICIo ;}0 o Iy If’fi un;ﬂl{ L*Tulmm 1”
i _ L b "1.:1'11\1 ¥ m;{ml &@mﬂ R b ’I
2 dentfieation _ T | PN
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NACLEODS Regd. Oftiee » Phone :91-22-6676-28(0 1 ( >j’\{drl-;,i}£f‘" \\ i S ,,i:f S
PHARMACEUTICALS  Atnta Arcade, Chureh Roal, Fax @ 95-22-2025.6599 L Villaoe Ihmh Pt) I~mﬂumawﬁ
LIMITED Near Leels Hlotel, Andher-Kark Road,  Email : customerciies nucleodspinmnueom hlml Badl i, E}“ﬂ.m‘mi AH 9P
Andheri (Ease), Mumbai—00 089, Tndia. \Website: waw w.nackesdspharma.com (FLP) 174108, B,
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i L. Pranexamic | A. The infrared absorption spectrum of the sample | Complies
i acid obtained should be concordant with the reference
s spectrom of Tranexamic acid,
: B. A dark bluish violet colour should produce. Complies
C. Melting point of the residue (°C) 186 1858 °C ]
2. Titanium The formation of the vellow color by adding | Complies
diexide (30%)(whv) hydrogen peroxide solution
. | i
bwewrudivanin o I T .
L Ao M-cnekrp Bunpnmﬂanmn ;;msha noinen | Binnosinae
L Fpanercamona BIAKO-BiaATH CHCRTRY  CTAUIAPTUOTO 3pazny
L HEIOT. TPAHEKCAMOBOT KICHUTH,

e e T R e e T E—— s g

L. Honiga reninoro cnnno-ionerosoro A pBIICHs,

Bumnopiiac

i B. Temneparypa naasaenns — oxodao 186 0C, 185,58 °C 5
2. Turany I]nmm ROBTOrO 3adapsaenust npu aoaasamsi 30% Bianosiac
ALOKCIIAL, (uam [ 08'cx) posunty nepesncey BOAHIO.
3 Uniformity of | Less than or equal to 5.0 2.0 o
_dosage units ~ + _
Oanopianicrs Hpnitmansie wieao (AV) < 15,0 2,0 !
.‘ AO3OBATINX | :
0L | ‘ |
4 Related Imipurity A - not more than 1.0 %, Not detected h B '
substances Impurity B - not more than 0.50 % Not detected
s tmpurity C - not more than 0.10 % Below Limit of Quantitation
Impurity D - not more than 0.10 % Below Limit of Quantitation
A _Any other impurity - not more than 0.1 Y oo 0.06 ™,
Cynyrmi Lostimwa A - we Ginbe 1,0 % e susisacriio
HUAYHTIING Aosimca B - ne Siasue 0,50 % Ite nusraeno
Adovimra C —pe diavme 0,10 %, Fhissae yvemn wiibwicnoro
| BH3IHAYCHH
Aostimra D — we Ginnire 0,10 9, Hitswue stewn wistbricuoro |
BIT IS CH I
By Ab-fROV i of inausinyaasnol nostigiky — e (3,06 % .'
- Diapure 0,1 %
S Loss on drying 1\{11 maore ﬂldi] 3.0 % (w/iw) 0.7"% '1 ) '!
BrpaTa macu He fimmuu 3,0 % ({Ih:) 3.7 % ' | o
HPIE CYiHu i |
6 Dissolution Notfess than 75 % (Q) in 45 minate (]} 102 (2) 103 (3) 100 T
L {(4) 101 (5) 101 (& 161 |
Posasinnicrs He amerure 75 % (O) 3a 45 8 (1) 1{}272) 103 (3) T |
L N (4) 101 (5) 101 (6) 104 |
7 Residual [sopropyl alcohol — Not more than 650 pp | 856 ppm T
solvents Dicidoromethane — Not more than 80 ppm Not detected / |
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CHupT 301Poninosiii —ue 6iabue OG0 ppm
Adunxiaoparerau — ne dinkme 300 PP

356 ppm
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1 8 [Assay ] From 475.0 to 525.0 mg/ tablet (95.0 -105.0 % of the | 506,75 mg
! ! declared amouut) 161.3 Y% e |
‘ - Kitbiicle Bin 475,0 no §25,0 sy fratdnerky (95,0-105,0 % vin 506,73 sy
1 B TENE 3ASIBICHEION KIIbROCTI), e 1UT3 O S

9 | Miecrobiological The preparation is allowed: |

4 purity Total number of aercbic microorganisms {FTAMCO)

i not more than 10° CFU/ g - <10 CFU/g

! ‘Total number of yeast and mold fungi (TYMC) not |

! more than 10° CFU/ g <106 C¥FUi/g

; Lychiericlia coli is not allowed in | gm of drug. | Abseni
; Mipobionorian | B upenapati gonycracrses:
A 4nCToa Jaradnie YHeawo aepobuux mikpoopranisain (TANC)
i f ~— q1e Blasire 107 KYO/r: <1} K¥YO /v
: I BAIAALIC YHedQ ulliiﬂjl}lw:ﬂiﬁ T IHCHEBUX UGB ,

(TYMC) — we dianime 1 KYOM, <10 K¥O /v

‘ | He aonyewaersen Escherichia coli y1r npeuapaty, | Hesuaiiweno ) L

13 ;f(;‘ummeni:; (if any) | = . _ ]

. INosenrapi (rpu :
HASIBHOCTI), ) e
14 "I hereby certify that the above information is true and accurate, This serios ol products have ‘
: heen produced (including packaging / fabeling) and conducted quality control on the above f

Application for | mentioned Sté’!tiﬂllrs in t‘uI‘I compiance ¥\’itfl the reqflirtnlwn{s of C..‘h'IP_.* set by lillr: Iu_mi
Cerfification . regilatory authority, and in accordance with the specifteations contained in the registration

. dossier or trade license of the country of the manufacturer or importing country il the

- products imported or file spectiications in preparation for the investigational product,
o ) ~__ Minutes of production, packaging and testing were reviewed and the correspondence GMPy»,
3aasa npo «Llum s nigrsepamyro, Mo nasegena s popmatis ¢ qoctonipno i Townomn. 1o eepiio
ceprHpinanio. MPeaYRILT 8y.10 Brpobacio (BrNoUnIoUn YIAROBRY / MADKYBAHISI) | HPOBCACHO KONTPO. (L T |
HNOCTI Ha BHIGC 3adlmueniil Aisinul B nosnii Bianosianoeri 3 samorasn GMDP,
BETABOBJCHIMIE - MICHCBHM  POIYISTOPUNM  OPFAKOM. @ TAKER ¥oopltnosiitocri o i |
CIRCLUH(PIRATIISATEL, ML MICTHILCH B PECCTPALIinesy Aoche abo pecerpaniiinomy nocsizaen

2 |
KPAHH-BUPOGHERA 260 NPATH-IIOPTIEpa, SIKULO POAYKRLIN INMUOPTOBARA, Uil © Aoeho |

] cncundivaniii  Ha  npenapar AOCTHARY BAHOIO  HKApPCLROFO acoby.  Hporowoon ‘
BHPOONNUYBA, YIMINOBKIT Ta anauilin O¥/10 meperusiuyro i BCTAHOBACHO BianoBiIRicTs GNP .

g 3 3, .

[5 | Nuame and position / title of (he person issuing the permit issue series / h o ]
LU.JL’“E,‘_’_U_!“. TA Hecagn /3satuig ocobi, sika Bioiaan Jo3Bsia na BIIIYCK Cepil, o

J "m‘ Prepared by/lliarorosacno e Prepared by/Hepenipeno ,__J___ Prepa I*{i("i__!}};{,.3HII'.HL’[};-“H{SI"!f{}
' HO0616] (1001422 ] Ho23618
Adinath Nanasaheb Makone Jigneahkumar Rameshehandra Pagel Rahul Motilal Bari
L 17MT2023 1748 13/07/2023  (7:23:23 | I8/07/2023 0546
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