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CERTIFICATE OF BATCH RELEASE
CEPTU®IKAT BUIIYCKY CEPI

Product namé: EURQONEX . Manufacturing country: . India
— Muwsa mpouykwit: €BPOMERC
Pharmacentical form: | solution for injection, 100 mg/ml
Jixapeswa gopatas - PosvaH s in erudit, 100 Mg e

| Strength/potency: | 1.mi of solution for imjection contains 100 mg of Tranexamic acid
.o pitfacrusricny; | 1ma posun Y A5 i eRuil MicTuTs Tpanexcamonol kiscaoTi 100 M R
| Type and size of © 5 m}in ampouie with Ukrainian labeling; 5 ampoulesin a cardboard box with
packaging: | Ukrainian and English labeling o
_-Bia i posmip yearosras ;_?3'110 3 ™Ma B aMIyai 3 Maprysagns YRPAIHCHROIO MOBOIO; 1105 ayuy. Y Raprouuijt
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atCh Size: LE - | e | EE T .
Batch Size: | 0500 packs |
.. Poamip cepif: | e YRAKOBOR

Manulacturing date: | ’

- . Expiry Date.

F Hara sspobunursa: | 01&623 L oo Hpwaarnwdt pos | 1272024 o
| S Registratin s B e - PHRA RO, S R —

|  egistration Certifieate: oy 0ine Validup to: | o0 642025 !

| Manufacturer name: Steril-Gene Life Sciences P} Limited : _Li{:‘ense-No;; | 0822 2388 .

- Haiisenysanns qupobumsa; | Crepta-Tocen Jiaitg Catincic (H) Tisjren | Jhgensia No: | 77242498
| Location: E No. 45, Mangalam Main Road, Villianur Commune, Puducherry, 605 110, India E

. .. Micnesuaxomxenng: | Mo 45, Manranam M??.ﬂ-:f@kﬁx-.ﬁ!?ﬂiﬁ*ﬂf:i’i;_if;ﬁﬁi?!ftiﬁ%,.ﬁkﬁ.};ﬁi@?ﬂF‘:51;_-._@5“_3}Q;;lﬁ?%iﬁ_x

.(,unt:iusmn-ﬂn'eanﬁ;'matzﬂn ﬂf GMP f:erflf.icate_ﬂﬂ;:: - 555/2001 /C-1328 02.12.2021 |
_Bucuosow mono nintaenmrenns cepmmipieary HBI Npy =577 70289 e ]
L. - Should comesyond to the resistered labelling, T  Comelies
Mapryeaums ' |
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FECETTP R PP o
A e

e —— L

= s L

dated |
BN

e T ey e LT
fi

i
A .
i Labelting

CCTUOBAHOMY MAUKVBAHHIO,

B i 1§-.- TR e B i aes el Cadaeen

' | Bianosigae

e e )

Alasaunn 7 Tlownano sianonizars sumoran MKS, | .. Blanosinee

L]
- A e e

B S S S i Bl

. Analvsis results: - Certificate of analysis No, | SGF/2223/0CP/FPC/00200
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Fiereby certify that the «hove Information is authentic and accurate. THis batch of product has been manufactired,
including backuging/labeling and quafity control at the above mentioned site In full complinnce with the GMP
requirementis of the focal Regu latory Authority and with fhe specificafion available in regisiration dossier, The bateh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

L # saceiouys, uio naeedena e infhopaayis £ 0ocmoripron ma mowiom. i cepiro npodyruii Gyio
BRPODACHO (BrRANPIIO 1 AQIGEAUHALMAPKYEUHNI) ma KORMPpOons If BRROCMIE HA SuuieIgInauenil BUPOGHUI ditsriyl
Hposeoero y noenii eidnoeiduocmi 3 aum ozt GMP, ecmanoeneuirmy Miciesum pezyasmapium OP2AROM, &8 MK O
BIONOBINHG 00 cney RPN, o micnumeocs s PECCMparifitomy deces, Hpomoxonu SUPAOHAMEY, RAKYEAHA ma
AHAAIIIG GY0 nepeaanymo ma scnmanosacno efdnogionicme GMP.
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Name A.Prabhu
Position of person authorising the batch release - Manager QU
Hpissmue | A. HpaGxy
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Signature of person authorising the batch release
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__ Ceprugixar No: scrxzm/QCPfrPC{pozoo 1 (‘rapggya 131 B
Hazpa npoaykuii: | CBPOHEKC {Tpmemamana KHCA0TA A8 in EKIHH B.®. 300 mr/5 mr) J
e likapeska dopmas | posann AIA 0’ exniii o R -
L ~ Cepis Ne: JX3001A ~ 1
;1::[!.;1 nupﬂmmuma* 01/2023 IIpiﬂldTHH{tﬁ&_ {_m12/2024 . 1
T e __ Pesvaeraru ) [}UBEHEHHH AHATIZY
o | TIOKA3HUKH | TTI - METOjH 3YIIBT |
R AKOCTL | C’?Eum’mﬁmﬁ _KOHTPOJIRQ | PPVBTATH |
.| Oune Hpozopuit Oe30apBHuN po3unn B]&}”Ei..‘lBHO ﬁ DOBOPUI Gcsﬁ’iapannn‘
S e - ] L posumm
12, Tnenrngixamis M abeopSuiithnit cnekp 3p‘13h} Mac ' Bpur. Qapm.
_; a)iy ! BIANOBIAATH CHEKTPY NOPIBICIHAA CJon T A Binnosizae
} ______ - lRAMCRCAMOBOT KienoT (RS 344) | Y
| b) XIMiUHg pearuin® Y TROPIOETLCS Temnul ' bpur. Gapu. | Binoninae |
e | 1 CHAWBaTO-pioncTOBM KOJp . L N N
- ¢} TemIepatypa | Binzbko 186 °C | bpur. Gapm J 136 °C |
ooplmaRTenEg* I doa VA L R f
3. o pH | 6,5-8,0 Bpur. dapm ‘; '
- i 7,21
_._ . e e Hoa VL e
4. Oﬁ’eu, HIO | He menme 3,00 m f bput, Qapm.
: : } N . 5,1 MA
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b} HCBUTHMI YacTRY - HacTku posvipoy > 10 akar: fe Bpwr fb&pm, """""""" o _
 (Meton Glabme: 6000/konTeitnep ,JI();I XA _ 8 uaetor / ROHTCHHED
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ST S ey OLNBM0C 600/kOHTEHHED | o KonTeittep
. 6, Creprasnicrn Z\"Id€ OYTH CTEPMILHEM i Epur (papM i
I Jlon XVIA_ Bitwonize
7. Baxrepianpui Iie 6inbuc 35 MO na v i SR Bpm Dapm. ; <16 MO 2 s
______________ i___f_f_H;IGTBh(‘:HH H | T;Jaliemmﬁ)gcu KHCI0TH | Hon. Xive L
8. f Kinsriche - 475,0-525.0 mr (95,0-105, 0 % B.[j'[ bBpur, Dapn. ;
CBHINAYCHHS J SAABACHOIO BMiCTY). ' o HI D

(BEPX) 504,60 mr
.I\U}i\Hl 3 Mt MICTHTE .| (1(}'0,9-%)
- TpaHekcaMosoy J
o o KHCTOTH SO0 MP | o B N N T
é g, | Cy;zy*rm AOMIgIKY | - o : Bpm Dap, | T
- NOMILIKa A “He Ginpuie 1,0°% Hom HID 0,03 95 ;
] © - aosMitwka B - He Gigpure 0,5% | | He eussicio
waomMika C He Ginble 0,1 Y% | 0.002 o
f "ﬂOMiUﬂ{ﬂ.ﬁ_ ) He Olbiue 0,1 9% ' f 0.0002 9%,
| - Syab-akuil intind  He Sinsime. 0,1 % 0,06 % f
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