™
BnaHk komnaii

CEPTU®DIKAT SKOCTI CEPIi

Hassa npoaykry: KCA®DIHA
Kpaina-imnoprep: Ykpaina
OepxaBa-BUPOBGHUK: IHgis

Homep peecTpauiitHoro UA/20092/01/01

nocBigYeHHs:

Cwvna gil/akTuBHICTb:

1 dbnakoH MiCTUTL 8 Mr NOPHOKCKKaMy

Nikapckka dropma:

niochinisaT ANA poadunHy ANs iH'eKUin

Po3mip i TN nakysaHHn:

S (NakoHiB 3 TEMHOrO CKna NepLLOro KNacy, 3akyrnopeHx ryMoBOK
MpOBKOIO Mify aMOMIHIEBUM KOBMAYKOM Y KApPTOHHIN KOPOBL.

nigeH3zin, ceptTndikaTu
BignoeigHocTi GMP Bcix
AiNbHUUL 3 BUPpOBHULTRA
KOHTPOMNIO AKOCTI

MiCLe3HaxXOoMXKeHHR, Homepu

Ta

Homep cepii: 2424003

Poamip cepii: 3804 ynakosox

Harta Bupobuuytea: 29.05.2024

HaTa 3akiHyeHHA TepMiHy 04.2026

npunartHocTi:

Bupo6Huunin mahgaHuuk: Csicc MNapenxtepanc 1A,

HanmMmeHyBaHHs, 808, 809 i 810, npomucriosa 3oHa Keparnu, GIDC, Nr. Baena, Parion

Axmepabag — 382220, lngis
Niuensia Ne G/28/1078
CepTudikat signosigHocti GMP Ne 24024794

35_' MokasHuku Ko“rltl:;gﬁlo KpuTepii npuitHaTHocTi PesynbTat KoHTpOMO
01. | Onuc BHyTpilHin XosTra nioginisoBara maca. »KosTa nioghinisosaHa maca.
02. | lneHTudbikauia BEPX BHyTpiLuHii Mpu npoeeaeHi KOHTPONIO Ipu nposeneHi kKoHTPOO
nokasHuka «Kinekicte nokasHuka «KinekicHe
BU3HA4EHHAY» Yac yTPUMYBAHHA | BUSHAYEHHSI» Yac yTPUMYBaHHA
OCHOBHOTO Niky BuNpoboByBaHOro OCHOBHOTO niky
PO3YUHY MOBUHEH BIiANOBIAATH BUNPOBOBYBAHOIO PO3UMHY
Yacy yTpuMyBaHHs niky MOBWHEH BiAnoBigaT yacy
NopHokcrkamy BHYTPIWHLOrO YTPUMYBaHHS MKy
CTaHAapPTHOTO 3pa3ka/poBoyoro JlopHokcvkaMy BRYTPILLHLOTO
CTaHOapTHOro 3paska po3yuHY. | CTaHOapTHOro 3paska/pobo4oro
CTaH4apTHOro 3paska Po3ynHy
03. {pH €p.®apm. 2.2.4, 7.0-95 8.17
(nicns BinHOBNEHHS) MNoTouHe BuaaHHs
04. | MexaHivHi BKloYeHHS
4.1 | Buaumi wacturxm €8p.Papm. 2.9.20] BigHoBREHWIt pO3UMH MaE Bytn | BigHoBneHW po3unH Mae 6yTu
[MoToure BuaarHs NPakTUYHO BINLHWIA Bif NPaKTUYHO BiNbHWIA Big
CTOPOHHIX BKItOYEHD, LLO CTOPOHHIX BKFHOYEHb, L0
MOXYTb CnocTepiraTucs i Yac | MOXyTb crocTepiraTues nif Yac
Bi3yanbHOl OUiHKW. Bi3yarnbHol OLiHKN.
4.2 |Metop €ep.d®apm. 2.9.19, 10 MK = He Binblue Hixk 10 Mk = 24.27 / hnaxoH
CBITNOBIOKYBAHHS lNoTouHe BuaaHHs 6000/dnakoH 25 mk =2.40/ dpnakon
25 MK = He BinbLue 600/hnakoH
05. | Bmict soau €ap.Papm. 2.5.12 He Binslue Hix 4.0 % 1.236%
NoTo4yHe BUaaHHS
06. | OgHopiaHicTb €sp.dapm. 2.9.40, BianosigHo go sumor L1=3.98%
[030BaHUX OANHILE [loTouHe BuaaHHs €sp. ®apm. 2.9.40
3anexHo Big Baru

Ta

(WHO GMP & 1SO 9001: 2008 CepTndikoBaHa KoMmaHin)
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Brnauk komnaHii
07. | CrepunsHicTs €sp.dapm. 2.6.1, Mae Byt cTepunbHUM CrepunsHo
MoTouHe BUAAHHS
08. | bakrepiankHi €8p.®apm. 2.6.14,]  He BinbLue Hix 14.70 MO/mr MenLwe Hix 14.70 MO/mr
€HOOTOKCUHU MoToyHe BUOAHHA
09. | KinbkicHe BU3HaYeHHSA
KOXHi 2 MA MicTsATS:
JlopHokcukam 8 mr BHyTpiLWHIN 97.0% - 103.0 % Bin 99.2 %
BEPX 3asBNEHOT KINbKOCTI.
7.76 Mr -8.24 mr 8.17 mr
10. | Cynposigni aomilikm
BEPX
10.1 | Binoma fowmituka BHyTpitwHin
- % Lomika A He Ginblue Hix 0.5 % He BusBneHo
- % [Nomiwka B He 6Ginblue Hix 0.5 % He BuaBneHo
- % [omituka C He Ginblue Hix 0.5 % He Busasnero
- % Bowiwka D He Ginblue Hix 0.5 % He Busisneto
10.2 | IHomBsigyanbHa BHyTpituHin He GinbLe Hix 0.2 % He BusiBneHo
HeBigoma aoMilka
10.3 | Cyma pomiluok BHyTpiwHin He Binbute Hix 2.0 % He BusasneHo
11. | donaTkoBMIA NOKA3HUK
11.1 | Yac sigHoBneHHs BHYTPiLLHIN 3pasok NoBUHEH PO3YMHUTUCS 56 cekyng
npotarom 60 cekyHz
12. | OcmonsipHICTb €sp.dapm. 2.2.35, He 6inbLue Hix 394 mOcm/kr
MNoTouHe BUAaHHS 600 mOcm/kr
13. | WinkHicTb BHyTpilLHii He 6inbiue Hix 1.2 r/mMn 1.03 rimn
14. | Onwc BigHosreHoro BHyTpiwHin Po3uuH € nposopum poaunHoM Po34uH nosuHeH 6yTu
PO3UNHY XOBTOro konbopy 6e3 BanumMmx NPO30PUM i KOBTUM
4aCTOK | BOMOKOH, PO34nHOM 6e3 BUAMMUX
YacTOK | BOMOKOH.
15. | Konip poayuky BryTpiluHii PoaunH nposopwit | sabapsnenuit |  PosuvH Mae 6yTu nposopum
He BinbLl IHTEHCUBHO, HiX i HE IHTEHCKBHILLIE
KOKTPOMbHUA po3unH GY1. 3abapBneHum, Hix
KOHTPOSIbHWA po3dnH GY1.

KomeHTapi (sKwo €):

Hemae

BucHosok: Lium st ninTeepaxyto, W0 HaBedeHa BuULLe iHchopMalLlif € 4OCTOBIPHO Ta TOUHOIO. Liio cepito npoaykty dyno
BWrOTOBIEHO, BKMIOYAOUN NakyBaHHA/MapKyBaHHS Ta KOHTPOSb SIKOCTI Ha BULLE3a3HaYEHNX AinsHkax(ax) y nosHin
BignosinHocTi Ao BuUMor GMP MicueBoro perynsiTopHoro opraHy Ta creumdikauin, wo micTaTecs y PeecTpauiiiiomy
nocsigyeHHi kpailu-iMnopTepa abo daiini cneuudikallii NpoaykTy Ans AOCNIMKYBaHWNX Nikapcbkux 3acobis. MpoTokonu
BWpOBHUUTBA cepii, NnakyBaHHsa Ta aHaniay 6yno nepernsHyTo Ta BCTaHOBNEHO BignosiaHicTb GMP.

M.1.6., nocaga ocobu,

fka BWIAna A03sin Ha BUNycK cepil:

Mianuc, nevarka:

Flidnc

Nani PaxHa Benani

3apeectposanuit odic: 62, 8-11 nosepx, Titanium, Cor
Tenedou: + 91-79-68219191 + EnekTpoHHa notuTa; web@swiss.in + Beb

Bnok 1: 808, 809, 810, Kerala Industrial Estate, G.1.D.C., Nr. &
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MEYATKA:

CBICC NMAPEHTEPAINC NTH

(WHO GMP & IS0 9001: 2008 CepTuchikoBana Kkomnaxin)
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BATCH CERTIFICATE

Product name: XAFINA
Importing country: Ukraine

State of manufacturer: India
Registration certificate number: UA/20092/01/01

Strength/potency:

1 vial contains 8 mg lornoxicam

Dosage form:

lyophilisate for solution for injection

Package size and type:

5 vials of dark glass of the first class, closed with
under an aluminum cap in a carton box

a rubber stopper

Batch number: 2424003
Batch size: 3804 packs
Date of manufacture: 29.05.2024
Expiry date: 04.2026

Manufacturing site:

Swiss Parenterals Ltd.

808, 809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla
D[st Ahmedabad 382220, india

License # G/28/1078

Certificate of GMP Compliance # 24024794

SR. Method of N o
NO. Test control Specification Results
01. {Description In-house Yellow lyophilized mass. Yellow lyophilized mass.
02. |[ldentity by HPLC In-house In the test for assay, the retention In the test for assay, the
time of principal peak from the | retention time of principal peak
sample should match with that | from the sample should match
from Lornoxicam with that from Lornoxicam
in-house reference in-house
standard/working standard, reference standard /working
standard.
03. |pH (After Ph. Eur. 2.2.4, 7.0-95 8.17
Reconstitution) Current edition
04. |Particulate matter
4.1 |By Visual Inspection Ph. Eur. 2.9.20, Constituted solution should be | Constituted solution should be
Current edition essentially free from particles of essentially free from particles
the foreign matter that can be | of the foreign matter observed
observed on visual inspection. on visual inspection,
4.2 | By Light Obscuration Ph. Eur. 2.9.19, | 10 microns=NMT 6000/Container 10 microns=NMT 2427
Method Current edition | 25 Microns=NMT 600/Container /Container
25 microns=2.40/Container
05. |Water Ph. Eur. 2,5.12, NMT 4.0 % 1.236%
Current edition
06. | Uniformity of Dosage Ph. Eur. 2.9.40, In accordance to Ph. Eur. 2.9.40 L1=3.98%
: by Weight Variation Current edition
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07. |Sterility Ph. Eur. 2.6.1, it should be sterile Sterile
Current edition

08. |Bacterial Endotoxin Ph. Eur. 2.6.14, NMT 14.70 EU/mg Less than 14.70 EU/mg

Test Current edition :
09. |Assay

Each 2 ml contains:

Lornoxicam 8 mg In-house 97.0 % - 103.0 % of stated 992 %

HPLC amount.
7.76 mg - 8.24 mg 8.17 mg

10. |Related substances by HPLC

10.1 | Known Impurity in-house
- % of Impurity A NMT 0.5 % Not Detected
- % of Impurity B NMT 0.5 % Not Detected
- % of Impurity C NMT 0.5 % Not Detected
- % of Impurity D ' NMT 0.5 % Not Detected -
10.2 | Individual Unknown In-house NMT 0.2 % Not Detected
Impurity
10.3 | Total Impurity In-house NMT 2.0 % Not Detected
11. |Additional test
11.1 | Reconstituted time In-house Sample should be dissolve within 56 'seconds
60 second
12. [ Osmolality Ph. Eur. 2.2.35, NMT 600 mOsm/kg 394 mOsm/kg
Current edition
13. |Density In-house NMT 1.2 gm/mi 1.03 gm/ml
14. |Description In-house Solution is clear & yellow solution |  Solution should be clear &
reconstituted solution free from visible particles and yellow solution free from
fibers. visible particles and fibers.
156. | Color of Solution In-house Solution is clear and not more Solution should be clear and
intensely coloured than reference | not more intensely coloured
solution GY1, than reference solution GY1.
Comments (if any): N ﬂ

Conclusion: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of
the importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Name and position of the person
issuing the permit for batch release:

Signature, starnp: //I\

Date: 3%‘05/&0«1‘4

STAMP:

SWISS PARENTERALS LIMITED
4(‘WHO GMP & ISQ 9001 '12008 Ceniﬁeq‘gompgrny )
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