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Manufucrired by Mefar Hae San, AL S,

Location; Ramazanoghy Mah. Ensar Cad. Na: 20,
34906 Kurtkoy - Pendik/Istanbul, Turkey

License: TRAIY/2020/34-2

Bupodaena: Medap Laas Can AHL
Micneanaxoskenmst: Pasasanoray Max. Encap Mo Ne 20,
34906 Kyprroii - Hewun/CrranOya, Typevsunin

Jlinewsis: TRAGY2020/34-2

CERTIFICATE OF ANALYSIS

CEPTHMDIKAT AKOCTI

Product name:

Huazsea npodyxkmy:
Pharmaceutical form,
package type and size:

No.2024001302

LORNADO

JTOPHAZO

Lyophilizate for solution for injection 8 mg;

8 mg lyophilizate for solution for injection in vial with 2 ml of solvent (water for
injection) in ampoule, 3 vials of lyophilizate for solution for injection and 3 ampoules
of solvent in a contour tray, 1 contour tray in a carton box.

Hirapeora dhopata, mun ma
JIOBMID YNUROGKIL:

Jioghizizam das poswiy das in‘exyity no 8 e

1o 8 sie dioiaizamy: Qs pozvions Qast in'Ckyiln ¥ haaroni 6 Koxnaexmi 3 2 i posuainiua
(Boda dast in'eryiin) ¢ axmyni; 3 paaronu 3 diodhiaizamaont dast posuun dast e'eryitt ma 3
AANYAU POSUUHHURG 6 KOUMIVPHIT YAPYHROGI YIUKOGHT. | ROIMYPIA 4apyiKOGA Y RUKOGRU
6 KapMOHIin Kopooi.

Lornoxicam 8 mg

Hoprorcuravy § e

JA/18503/01/01

Dosage / potency:

Moz 7 eria Oii:
Registration certificate:
Pecempayitne noceiouenns;
Batch no.:

N cepii:

Batch size:

Posatip cepit:
Manufacture date:
Hamea supodnuymea;
Expiry date;

Tepstiu npudanmocni:

2474001
23 960 packages/viaroeor
03.2024

02.2027

TEST
Horusiuxu sicocmi
Appearance
(Bosniniiy eucisto)

LIMIT
Hopayearist

RESULT

Pesyvismam

Lyophilisate Yellow coloured lyophilized powder Conform
Jliogiaisam Jiogiaisoean it nOpOUOR HCOBMOSO ROBOPY Bionosiouc
Reconstituted solution Clear greenish-yellow solution, practically free from | Conform
Fomoeudt (sionogaenuiy) particles. Bionosioae
posunn TIposopuit posyuun 3e3aeHY8UMO-JICOBMOCO  KOJIOPY, Uf0
APARIUNHO He MICHIUIG YACTIOR.

Identification Retention time of main peak obtained from sample | Conform
[oenmupircyis solution chromatogram and retention time of main peak | Bidnosioac

L.ornoxicam
Hopuorkcunasny

obtained from standard solution chromatogram should be
same.

Hac ympusaunsi OCHOGHOSO  RIKY  Hd XPOMAMOSPUMT
BUIPOOOBYGUHOCO POSULINY [ HAC YRIPUMANI OCHOGHOCO

PERY Hd XPOMAMOSPari CHandapminoco posiuin: Mdaxm |

CRIGHUGAINL,

Average weight
Cepednst vaca
Uniformity of weight
Qonopionicms saci

136.2 mg & 10% (123 - 150 mg)
136.2 00 10% (123 - 150 212) f
Not more 2 of single weights can deviate from average

welght for 10.0% and none can deviate from the average: |

weight for 20.0%.

He  Giavwe 2 orpeatyx  3nauens  Mach  MONCYHIL
GIONWIUNUCH 610 Ccopednboco snavenis sacu na 10,0%, i
HCONE JUAUCHHA T MONCC GIONWBINUCH GIO CePeOnbOct
1 20,0%.

‘ 1397 mg () |

“Conform
“Bionosioar

Clarity and Degree of
Opalescence

Clear solution which of opalescent degree 1s not more
intense than Reference sugpension 1 (3 NTU).

Conform

Bionogioac
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Manufaceured by Metar Hae San. A. S,

Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy - Pendik:Istanbul, Turkey

License: TRAUY2020/34.2

Bupobiaeno: Medap Lz Can AL
Micne snaxostrenns Pasianoray Max. Prcap flkazn No 20,
34906 Kyprroii - Hewu/Crandya, Typeuanng
JHnemis: TRAJY 20203422

TEST LIMIT RESULT
Horasnuruy sikocemi Hopaiyeanns Pesvavinam
Hposopicine [ cmynins Hposopudt posyui, ufo He REPESUIYE 3¢ IHINEHCUGHICHTIO
ORAACCYeHYIT onaaecyenyiio emaaonnol cyvenensit (3 NTU),
Degree of Coloration Greenish-yellow solution is not more intensely coloured | Conform
Cnynine 3utapeienis than Reference solution GY'. Bionosioac

Posyun 3e1e1y6amo-sco6os0 KOALOPY, He Oitbii
inmencueno sabapeienud, nixe emaion GY.

}‘j}; 8.5-0.5 9.2
Water content Max. 3.0% 0.4 %%
Baticnm sodu Mare. 3.0% B
Dissolution Time of

Powder

Max. 2 min

Yac poswunenist nopowxy
/ ' 2 Murce, 2 xa.

0.1 min (xe.)

Uniformity of dosage units

o . Should meet the Acceptance value (AV). Conform
Qonopionicns 0oso6ax . . . ; - ; y
Mac sionosioani nokaznuxy nputnisminocmi (A1), Bionogioac
QOUIL :
Assay
Kiavricie susnavenns 8.0 mgivial

8.0 mg/vial £ 5.0% (7.6 — 8.4 mg/vial)

Lornoxicam L < s .
8,0 ycfaaron = 5,0% (7,6 - 8.4 acihaason)

Jopnorcurany
Related substances
Cynposioni doatiueru

8.0 sieharon

2-amino pyridine Max. 0.50% <L.OQ

2-axminonipudun Maxe. (1,50% SUCHCA KETORICHOO0 GUSHAM eI
Deschloro analogue Max. 0.50% LOQ

,i](-’i’i’-\'ﬁf“])'(,ll-l(L"I()" Mare. 0,50% CUCHCW KEUTBKTCHONO GUSHAT IS
Complex Methyl ester Max. 0.50% Not detected

Craaouuls semuaosids ehip | Mane, 0,50%, He susiacno

Simple Methyl ether Max. 0.50% LOQ o

Tpocmuir vemunosuit epip | Mare. (1,50% =l O RGNt
Manx. unidentified impurity | Max. 0.20% (f,l“()(‘) L ‘

Muare. neidenmughivosana Muane. 0,20% AHEHCERIBICHACOGUBHLLIN
(‘)(),\//'MI\‘LI Conform

Total impurities Max. 1.0% 15[{))1()(:1‘«)«(

Chyva doatiutor Mare, 1.0%

Particulate contamination
Mexanivii grnovnens

Visible particles Practically free from particles. Conform
Budusi wacmru Hparmuno ne sicmums wacuior, Bionosioac
Sub-visible particles > 10 pm: Max. 6000 particles/vial 35 particles/vial
Hesudui wacmxu 2 10 yraee Mare, 6000 wacmon/'haaron (vacmaor/dhraron)
> 25 pm: Max. 600 particles/vial 0 particles/vial
2> 23 auwa: Mare. 600 vacmor/dhaaxon (vacmon/paaron) .
Sterility Should be sterile. Sterile N
Cmepuaonicne Mac Gvmu cmepraani. Cmepieivindt,

Bacterial endotoxins Max. 21.875 EU/mg
Buxmepiaioni endomoncunu | Mare, 21,875 OF/ue




mefar

Solvent for lyophilizate:

Poswunnur Qs doghivizamy:

Batch no.:

N cepit:

Batch size:

Pozuip cepit:
Manufacture date:

Manufactured by Mefar Hlac San, A,

JiopHago Ne2474001_Cropinka_3.jpg

S

Location: Ramazanoglu Mah. Ensar Cad. No: 20,

34906 Kurtkay
License: TRAUY2020°34-2

Bupoéaeno: Medap Liag Can AL

Pendik Istanbul, Turkey

Micuessanozueen s Pasasanoray Max, ncap Jlaan Ne 20,
34906 Kyvpreoii - Henmne/Cravovs, Typessng

Hhnensise TRAUY 2020342

Water for injections, 2 ml in an ampoule:

3 ampoules of solvent in a contour tray.

OO s in'cryin, no 2 a6 i 1o

YUPYHROGTT YNAROGHT

2475001

80 912 packages/viarosor

by

. o 03.2024
Hama supoonuymea:
Expiry date: '
P £ . 02.2029
Tepyin npudamuocni:
TEST LIMIT RESULT
Horasnuku siwocmi Hopanyeanis Pesyaoman
Appearance Clear colorless solution Conform
3oeniwnilt gucaso bestupenutt nposopuit pozyn Bionosidae
pH 5.0-7.0
EERA A > (
pi 5.9

Nominal volume
Hoxtinaawsrit 06 cu

Min. 2 ml (Afin. 2 511)

2.1 ml )

Acidity or alkalinity
Kuciomuicmo aoo ayacuicme

Red colour becomes with addition of sodiwm
hydroxide and yellow colour becomes with

addition of hydrochloric acid.

3 ABIHCMBCA NepBONe 3UOAPEICHIS P Qoddasuni
HAMPIO AAOPORCUON T HCORME 3AOAPGICnNS NP

QOOUGAIHT XI0PUCHIOEOONCEO] KUCIOm UL,

Conform
Bionosidce

Conductivity (25 °C)
[Srexmponposionicns

(23 2C)

Max. 25 pS.cm'(for < 10 mb)
Mare, 25 snCarear! (das < 10 i)

4 uS.emtrusCeen)

Oxidisable substances Pink colour should not disappear. Conform
Bionog:aowoui pevosuni Lojiceae 3abupeienisn e NOSUHNG SHURANL, Bionoasioac

Chlorides
Xropuou

Max. 0.5 ppm
Mare. 0.5 ppm

<0.5 ppm

Nitrates Max. 0.2 ppm
Himpeamu Mare. 0,2 ppn <0.2 ppm
Sulphates It should not be (urbid. Conform
Cyvaoghamu He arae Gvone saaayvmna, Bionesiouc
Ammonium Max. .6 ppm .y

.\ <(.6 ppm
Avonin Marc. 0.6 ppm
Calcium and Magnesium Pure blue colour should occur. Conform
Kaoyidi i ataenii Mue 3 seumucs qucme cunc 2adapeienst, Bionosioac
Residue on evaporation Max. 0.004% Conform
Jcciuor nicas sunapiosannsi | Mare, 0,004% Bionosiouc

Particulate contamination
Mexauivni exuovenns

Sub-visible particles
Heououri wacmeu

210 um: Max. 6000 particles/ampoule
210 aneae: Mare. 6000 vacmor/aanyau

225 wm: Max. 600 particles/ampoule
225w Mare. 600 yacmor/avinia

13 particles/ampoule .~ -
13 (vacmor/anmina)

0 particles/ampoule’
O (uacmor/ayimaaa)

Sterility Should be sterile. Sterile ™ 2%
Cmepuiviicne Muae Oyvmu emepuaviin, Cmepunerull.
Bacterial endotoxins | Max, 0,25 EU/ml <{().25 EU/ml

barmepiaitsiti endomorcuiu

Mare, 0,25 QFE

=025 QL

DMV POIMUITTTIURA 6 I\’()I()ll_\'/?lllﬂ
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AEPIKABHA CIVIKBA 3 JIKAPCHKIX 3ACOBIR

TA KXOHTPOJIIO 3A HAPKOTHKAMM y m. KAEB)
npos. Haxii Caitruunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IIPIIOY 37079055

BHCHOBOK
NP0 SIKICTH BBE3EHOI'0 B Yxpainy nikapenioro 3acoly

Ly

18.10.2024 Ne 54728/24/26

JJOPHAIO

(uaiimenynamis Jikapesicoro 3acoby srimo a peecTpauifinum ROCBiTHEeHHAM)

JiodinizaT poa posuuny murs in'excniti o § MTI3 00 § M JiodinizaTy mna PO3UHHY 15t in' ercxiis
¥ (araxomni B omnuereri 3 2 M posunmmKa (Boga Juis in' excuiii) B ammyai; 3 haakomnn 3
JioQinizaTom prst posummy ast ' excniii ta 3 amyo PO3THHHHKA B KONTYPHIil uapymHiconiii
yrarosui, 1 KOHTYpua YapyHKcoBa YIAKOBKA B KAPTOMAii Kopodui

(hopma punycky, AO3YBAkIS, BH NAKYBAHHI JiKapCLROrD 3aco0y) bl
Homep peectpauiiisoro nocrinuennn UA/18503/01/ 01 crpox aif peeetpaitinoro noceigvenus 22,12.2025
Cepin niraperkoro sacoby No 2474002 Kinsxiots BBe3eHoro mixapenkoro 3acoby 22213

Bupo6unk Medap Inay Can, AL, Typeuguua
(ralinenynatng nupoGimxa nikapenkoro ancoGy, Kpaina noxouuentis)

Boesero o Vipaiiy Tosaprcrso 3 o6mexeroro sixnosizamsuicrio "Tpoxac ®apma
Yxepaiua, inenr. wox: 37177201
(naitmenynanns Ta kon 5a EAPTIOY ropuasuol ocobr abo npiseuwe, iM', no GaTbkosl (izeranot

ocolit - ninnpuemng, it Micue TIPORABANER T8 peecTpauiiinni romep o6nixonof KapTky TRaTHHIA
Nonatkis aGo cepis Ta Homep nacropTa) N

TIporoicon sisyansuoro xourpomo pig 28.06.2024 Ne 2185/2.
JlaGoparopiuii aranis sxocri JniKapeskoro 3acoby saiticHenui:
JlaGopatopis dapmanerTiymors ananisy J1I1 " Mepicasuuit exenmepTHai nenrp Minicteporsa
OXOPOHH 310poB's Yipalau" (03057, m, Kuir, Bys1. Anrona lexixa, 14; 03680, M. Kuis, By
Muxonu Amocosa, 9)

(nakimenynanus ta Micueanaxomxenns naboparopti, wo nposena nabopatopHuti ananis axocri)
Buicsosok oz sxocti mixapesxoro sacof » Brfannii naGoparopieio six 02.10,2024 Ne 24/1272
Pesynuraru naGoparoproro ananisy axocri nixaperxoro 3acoby 3a nepenipeHuMu mOKAsHIKAMH BinnoninaroTsn
BHMOTaM MEYOAIB KOHTPOMO fKOCTi (ananiTruHo-HOpMaTUBHOT HOKyMeHTauit),
Jlaboparopunit ananis skocri RiKapeLKoro sacoby spilicennii:
JlaGopatopis (apMaxoneiinoro anamisy JIT “Vikpaircskuit HayKoBH# dapmaxoneitamit uentp e
AKOCTi JIKAPCEKHX 3ac06iR" (M.Xapxin, By, AcCTporoMiuHa, 33) '

(naiinenynanns ta Micuesnaxomxenns nabopatopii, o nponcna naGoparopunif ananjs Akoct)
Bucnosox uwogo sxocri nixapesxoro 3acoby, sumanuii naGopatopiero six 11.10.2024 No 848/ 82924
Pesynwratu saSoparoproro ananisy axocti nikapebroro 3aco0y 32 neperipeHUMH MOKA3HHKAMY BinnosinaoTn
BHMOTaM METOLIB KOHTPOIIIO sIKOCT (ananiTHuio-HopMaTHRHOT HokymenTauji).
3a peaynuraramu ,uep>1<anngnﬂ\Ko\f§‘Tponlo BCTAHOBJIEHO, 10 Jikapchkui 3acid B
= f

TIAC0S'3 ] .
AOTPHMAaN 11 ;ﬁi‘amog ;;Téxqrionancma oK 3a0e3nedeHnn AKOCT KHx 3acoGin
PSRN
Hatlanbrm} é‘;ﬁ e fo, %\ Muxona XOJIONEHKO
(nocanont ;ngfﬁt Opﬁ'a ty i{c}i‘i;?c?ma t@@iﬁpoﬂlo) (nmﬁ_unS/ (iingian ta npizeHie)
= { § ;-; ?.? )
L8]
x‘rr,q ;;" .
RN S wif
W
g s
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NtopHago N22474002_Cropinka_1.jpg

X

Manufuctured by Mefar Hae San. AL S,
Location: Ramazanoglu Mab, Ensar Cad. No: 20,
34906 Kurtkoy - Pendik: Istanbul, Turkey
License: TR/AUY/2020:34-2

Bupataene: Medmp laan Can AALL
Micuesuaxorokenus: Passsanoriy Max, Encap Jlxaz Ne 20,
34906 Kyprwodi - Tlenasc/Crandyin Typersinia

Fhnensin: TRAJY 2020734-2

CERTIFICATE OF ANALYSIS No. 20240061303
CEPTH®IKAT AKOCTI

Product name: LORNADG

Heasea npodyxmy: JOPHALO

Pharmaceutical form,
package type and size:

Aikapeera opsa, mun na

POMID VIGROGK!

Dosage / potency:
Hosa 7 cwaa 0ii:
Registration certificate:

Pecempayitme nocsiovenis

Batch no.:

Ne cepit:

Batch size:

Posatip cepii:
Manufacture date:

Lyophilizate for solution for injection 8 mg;

8 mg lvophilizate for solution for injection in vial with 2 ml of solvent (water for
injection} in ampoule, 3 vials of lyophilizate for solution for injection and 3 ampoules
of solvent in a contour tray, 1 contour tray in 2 earton box.

Siohiaizanm oun posanny das Bn'ewnilt no 8 ve;

ver 8 e giahivizamy das poserany Qan eyl v aaneid 6 Kostivtermi 3 2 w1 posnmmusa
feoda O iw'oryity ¢ avmyai; 3 diaror 3 alohizizamos Oan pozauny oas in'exiic ma 3
MMV POIYUHNNRY 6 KOWHYPRITE SapVHROGIT YRARoGYT, | ROHIYPHG SapyRRoSU YRARo6Kd
& KapmOnRin kopobiyl.

Lornoxicam 8 mg

Joproreuray 8 ve

UA/18503/01/01
2474602

22 278 packages/vaakosor

Reconstituted solution
Lomosir (gionowtenti)
posunn

, - 04.2024
Hema enpotmpneg:
Exuleydate: . 03.2027
Tepyin mnidansiocmi;
TEST LIMIT RESULT
Hokasmsu anoenti Hopviveans Pesyinmam
Appearance
Bueanivmin cuan)
Lyophilisate Yellow coloured lyophilized powder Conform
Hioghiaam Siahiaizosauli ROpotor Jeemozo Katsupy Bionagioac

Clear greenish-yellow solution, practically free from | Conform
particles. Bionoeioue
Hposopuit posuun 3e1e0V6QMO-HCOSMOCD KOILOPY, 10
HPUKNILYHD He MICHUNTS 4OCOR,

ldentification Retention time of main peak obtained from sample | Conform
Idenm ughinaryis solution chromatogram and retention time of main peak | Bidnosioue
Lernexicam

Joprorcuxay

obtained from standard solution chromatogram should be
same,

Yoo ympusmaiis ocuosnose WRY Ha XPOMamocpai
GUIPOGOEYRANGG POV T e VIRPUIMAHRNA OCHOBHOOO
FIEY Mol XPOMARIGEPUMT Canadapmnose posiey dakome
CHIGRUOWN.

Average weight
Cepeons vaca
Uniformity of weight
Oonopionicms atacu

1362 mg £ 10% (123 - 150 mg) 135.5 mg (w2)
F36,2 a0 109 (123 - 150 we)

Not more 2 of single weights can deviste from average
weight for 16.0% and none can deviate from the average
weilght for 20.0%.

C on fon

s
ot

S N,
He  Glbuie 2 oKpeMix  suawens  Aacu MOJCYIG \‘;1
gioxwisnues id cepediteocu sHavena saen wa 10,0%, 1 1 ?
JICOOME IHURENNSL He MOXCE RIOXWBINMUCA 610 cepeditboco | i
wa 20.0%, i

Clarity and Degree of
Opalescence

Clear solution which of opalescent degree is not more
intense than Reference suspension | {3 NTU).

Biffﬂg

Oﬂ AR

g uuwmc*/f:
/> x 277”27(}’0*
gs g2 Wg/&/
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Manufucrured by Mefar Hac San, AL S,

Location: Ramasinoglu Mah. Ensar Cad. No: 20,
34906 Kurtkey - Pendik istanbul, Turkey

License: TR-UY 202342

Bupodrene: Medap Laaa Can AL
Micne msaxoskesHn Pasananoray Max. Eucap [wain Ne 20,
3906 Kyprsod: - Henamsd/Cramown, Typesunna
Hinenzie TRANY2020:34-2

TEST LIAMIT RESULT
Hoxasnuxu arocmi Hopayaauns Pesynomam

Hposzopicaws { cmynine {Ipozoputl posum, 140 1#e NepesIYe 3 THMEHCUBHICHID
eRaiecyenili ondtecyenyiio emaionnci cyenensit 1 (3 NTU).
Degree of Coloration Greenish-yellow solution is not more intensely coloured | Conform
Cmynine 3abapaiciimn than Reference solution GY. Binnogioae

Posyin 3e1€HV6aMO-J08mora KoTeopy, ’e Giasie

fHmencuge adapsienus, i emaion G
pH 85-9.5 9.2
pH
Waler content Max. 3.0% 0.4
Basicm soou Mare. 3,0% oo
Dissolution Time of
Powder .
Hae posvincnis nopowsy Maxs.2 mity 0.1 min (ve.)

- Marc. 2 xn.

3:::2?:;2}:: gg::?::’::::lts Shouiq meel the Acceptance vaiuti (AV) o Cfmfnnln

Mac eionogioumu poramusy npuisamnocni (A1), Bionosiouc
ORIHEYL
Assay
i“;‘r”:;;’;::l:j”” e 8.0 me/vial 5.0% (7.6 - 8.4 mg/vial) ZZZ‘Z‘gﬁ},Z‘Z}W
7 . B0 verthnaron = 3,0% (7.6 — 8.4 arr/iaaron)
Joprorcurawn
Related substances
Cynposioni doatiusn
2-amino pyridine Max. 0.50% <LOQ
2-awsinonipudun Mare 0,50% e RETBKICHOC0 GUdyenits
Deschloro analogue Max. 0.50% LGQ
ﬂegx?j(}]}-anaﬂg‘? Muare, (050%, CHMEHC KITBKICHOTO BHHUY CHIS
Complex Methyl ester Max. 0.50% Not detected
Craradbuit vemwtosuit edip 1 Mawe. 0, 50% He susareno
Simple Methyl ether Max. 0.50% LOQ L
Mpocmui semiernic ehip Muxc. (150% CMEUCH REAOKICHO20 GUBHAN IS
Max, unidentified impurity | Max. 0.20% =09
Maxe, neidenmuebivogana Mawe. 0,20% IR T RICHU R USRI
e rfiRe N
Total impurities Max. 1.0% Cfmfon} !

G om o Bionoegicac

Cywma doviuor Mare. 1,0%
Particulate contamination
Mexarivnf arovenmis
Visible particles Practically free from particles. Conform
Buodini sacmru [Iparniuuno ne sicmumes yacmor. Bionogidac
Sub-visible particles 2 10 pm: Max. 6000 particlesfvial 48 partictes/vial
Hegudui wacmeu 2 10 s Mare, 6000 qacmor ¢hackon (ucicmar/graaron)

2 25 pm: Max. 600 particles/vial | panticles/vial

> 23w Meare. 600 uacmon giaxon Cuucmar/diaaron)

Sterility Should be sterile. Sterile
Cmepuienicmn Muac Sy cmepiiniinog, Cmrepiiinitil
Bacterial endotoxins Max. 21.875 EU/mg <21.873
Bearmepiaanni endomorcusu | Mawe. 21,873 OF e

JOKYMEATIR




mefar

Solvent for lvophilizate:

Posuwunnue dun Alehizizann:

Batch no.:

Ne cepii:

Batch size:

Pozuip cepii:
Manufacture date:

NopHago N22474002_Cropinka_3.jpg

Manufuctured by Mefar Hac San. A.S.
Location; Ramazanogle Mah. Ensar Cad. No; 20,
34906 Kurtkoy — Pendik- Istanbul, Turkey
License: TR/UY 2020347

Bupodiaens: Megup Easu Can AL
Micuemaxopksinn: Pavananoray Max, Eicap Jawaa, Ne 20

34606 Kyprroit - Menans/Crawd

Typeuutiva

Ninensis: TRAUY-2020/34-2

Water for injections, 2 ml in an ampoule;
3 ampouldes of solvent in a contour tray,
godda dan ok, no 2 o wr 8wl
YUPYHRGETT YROROGHT

2475002

80920 packages/ynarosox

UMAYIH DOTUNNURG & KGHNTVPHITE

. ~ 05.2024
Hama supodinngnea:
Expiry date:
piry da . 04.2029
Tepyin npudamucemi:
TEST LIMIT RESULT
Howaznusu sxocmi Hopaneauns Pesyioman
Appearance Clear colorless solution Conform
3oeniunil euzino besGapenuit upoiopuit poswun Bidnosinae
pH 5.0-7.0
[)1_1 - -O . 5'7

Nominal volume
Hoxincvionui of v

Min. 3 ml (Afin. 2 2y

2.1 ml fup

Acidity or alkalinity
Kucaomunicmn atio avacuicme

Red colour becomes with addition of sodium

hydroxide and vellow colour becomes with
addition of hydrochloric acid.

3 HEBCMBCR YePRite JUNaPRICH N npu oodaeanni
1N 2IOPORCHGY | ICOBME 3UDAPEIHIS 1Y

JOAAGAI N CAOPUCHOBOOHEBOT KICI0M,

Conform
Rinnoeidae

Conduectivity (25 °C)
Erexmponposionicmn
(25°C)

Max. 25 uS.em(for < 10 mi}
Marc. 23 anCrrev'tonm < 10 oy

4 uSem e Caren™)

Oxidisabic substances Pink colour should not disappear. Conform
Biduosaraioui pewosuni Poscene sgbupsienns e ROGUNIO SHusaiiy, Bidnosicuae
Chlorides Max. 0.5 ppm .
. PE <0.5 ppm
Xopuou Mare. 0.5 ppn X
Nitrates Max. 0.2 ppm
Himpamu Manrc. 0,2 pom <(.2 ppm
Sulphates Ht should not be tarbid. Conform
Cyabghamu He wae vmu caravymans. Bidnosioac
Ammoniam Max. 0.6 ppm

Avonii

Muarc. 0.6 ppmr

<0.6 ppm

Caleium and Magnesium Pure biue colour should occur. Conform
Keawijiit | vaonite M 3 seumuca vucme o HIOUPEICHILA. Bionosidac
Residue on evaporation Max. 0.004% Contorm
Janwon nicas sunaposans | Make, 0.00-4% Bidnosidac

Particulate contamination
Mexanivni srnovenns:

Sub-visible particles
Hesuouni wacmcu

=10 nm: Max. 6000 particles/ampoule
210 urw: Mawe, 6000 vaemonsavmyiia

[N

25 pum: Max. 600 particles/ampoule
23 wurar Mawe, 600 vacmoramig

21 particles/ampoule
24 (uacmor/usmyng)

1 particles/am
/ (qacmoa/tﬁ;s‘? ‘1

Sterility
Cmepictsiions

Should be sterile.
Muc Gymu craepicienun.

Sterile /%o (’_,
Cmep:/nsfp{sr“

Bacterial eadatoxins
busmepiaisni eudomorcinu

Max. 0.25 EU/ml
Mare, 0,25 OFE

<0. 25;,1-1@#1

<0,2810)
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Manufactured by Mefar Hac San, A, 5.
Location: Ramazanoglu Mah. Ensar Cad. Ne: 20,
34906 Kurtkoy — Peadik Istanbul, Turkey
tacense: TRAUY. 2000/34-2

Bupobaene: Medap Lrag Can AHLL
Mrcuemaxonsenis: Pasasanorsy Max, Encap Jaan Ne 20,
34906 Kyprwoil - MenamcCrandyva, Typeauia

Fhinensia: TRAIY- 20203422

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured
(packaginglabeliing inciuded) under the guality control on the ahovementioned manufacturing site in full conformity with
the GMP requivements, established by the regulatory agency of Turkey as well as with the specification and control methods
of the analytic-normative documentation, registered in Ukraine. The protocols of manufucture, packaging and analysis are
reviewed; conformity with the GMP is established.

Huv 5 3aceicuyio, we nepepavosand suwe indloptayin ¢ docmosipnow I mownow. 13 CEPIt NPOOVRIIT OV eUSOMORTCH
(BRAOYCIONN RARVEANHI / MAPRYGAUISY 3 HPOSCOCHHIN KOUMDOMO SROCHT Ha BUIHERRAIAITT supotiiil Oiverityi 8 noeiiis
sidnosionocmi 3 sumocany GAMP, scmurosienian peeymmopstiet opearor. Typewsuiu, o maxoxe ¥ &ionogionocmi
cneyuinayicn | vemooaru kommpono sgroemi (MK, sapeccmposaiom 8 Vipaini, Ipomoron aupobuimmec, yiaxosxs
M auaaEsie Gy Hepecisin ma Genanos1eno eionoeionicns GALP.

Surnante und position of person, appreving batch refease to market
TIpissupe nia nocada - seast oeodiu, ana audats oot BURVUR CEpiT

Signature and date, stamp
Hionue ma ouma nionucas, nevenia HUAMN 06.06.2024
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