mefar

CERTIFICATE OF ANALYSIS

CEPTHQIKAT AKOCTI

Product name;

Hazea npodyrmy.
Pharmaceutical form,
package fype and size:

Airapesa thopua, mui ma
DORMIP YRAROSKU:

Dosage / potency:

Hoza / cura oii:
Registration certificate:
Peccmpayitine
nOCEICHeHIA;

Batch no.:

AD cepii:

Batch size:

Pozvip cepii:
Manufacture date:

yil
(-‘ | g o
/
1; ‘ i Manufacinred by Mefar Ilac San. A. S,
: '\; Sl Location: Ramazanogly Mah. Ensar Cad. No: 20,
o 34906 Kurikoy — Pendik/Tstanbul, Turkey
License: TRAUY/2020/34-2
Bupedagno: Medap Lnay Can AHLL
Micyesutxodmerns: Pasazanosny Max., Encap Jacad. Ab 20,
34906 Kypmuois - Hendur/Cmaméys, Tvpevsuna
Jiyenzin: TRAUY2020/34.2
No. 2024003878
ARTOXAN
APTOKCAH

lyophilizate for solution for injections 20 mg,

3 vials with lyophilizate for solution for injections in a set with 3 ampoules of
solvent (water for injections) in a contour tray, 1 contour tray together with 2

leaflet in a carton box
Hogirizam das poswuwny oan i exyii no 20 ve,

3 paaronu 3 diogizizamon dasn Posuuny 013 in'exyin y kostexmi 3 3 amnyiaamu
posuunnura (6oda o:1s in'exyill) y koumypuiii vapynxosi yraroeyi I xowmypua

YAPVHKOSA YNOKOBKA Pa3oa 3
KEQPRIONHIT Kopodiyi
Tenoxicam 20 mg
Tenorcuramy 20 e

UA/16802/01/01

2419011

30 930 packages/ynarosor

IHCHIPYRYIEID ON MEOUNHO20 30CHIOCVEaNS )%
f 4

06.2024
Hema supoSnuymea:
Expiry date:
Tepatin npudamsmocmi: 15.2027
2 JoK oc
TEST LIMIT RESULT
Horasnuxu avocmi Hopwysanus Pesyusmam
Appearance (Onuc)
Powder Yellow lyophilized powder Conform
Hopowon Jiodiaisoeanuii nopoutox vicoaniozo ROABOPY Bionosidac
Reconstituted solution Clear yellow-green solution Conform
SIOHOBACT I POIHUN 1Iposoputi posuun sicosmo-seaenczo KOABOpY Bidnosiouc
Identification Retention times of main peaks obtained from sample and | Confonn
Tenoxicam standard solutions chromatogram must be same, Bionogioae
Ioennmuhirayis 3navenHn wacy YimpuManus ocHoGHUX 1iKie Ha XPOMAMOZPANAX
Tenoncurany JOCHIONCYGAHOZO MCt CAHOGPIINO20 POIuUHIE HOSHHHI oymnu

Qennnnniig.

Average mass
Cepedns aaca
Uniformity of mass
Odnopidnicine wac

108.8 mg = 10 % (98.0 mg — 120.0 mg)

108.8 ma £ 10 % (98.0 mz — 120.0 m2)

Not more than 2 of the individual masses deviate from the
average mass by more than 10.0% and none of them could
deviate more than 20.0%.

He Oinouwe 2 indusidyaromux yvac sidxuisiontscs 6io cepednboi
Atacu 6Ly Hisie na 10,0 %, ma xcoduna ne eidxuzgemscs Ginput
nizie na 20,0%.

106.2 mg (w2)

Conform
Bionosidae
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Manufactured by Mefar Hac San. A. S.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,

34906 Kurtkoy — Pendik/Istanbul, Turkey

License: TR/UY/2020/34-2
Bupedaenoe: Medap Liau Can AL
Micyesnaxodneemn: Pavazavozay Max, Encap Hzcad, 3o 20,
34906 Kyprasoti - HenduCmacya, Tepeuuna

Aiyenzin: TRIUT2020/34-2

Baricin eodu

Clarity of the reconstituted | The solution shouid be clear Conforin
solution Pozuun nosunen 6ymu npozopunm Bidnogiduc
{Iposopicie sionosienozo

| pozuipty
Colour of the reconstituted | Yellow-green solution Conform
solution Pozuun sicosmo-3e1en020 Ko1b0py Bionogioae
Koip sidnosgaenozo posuuny
pH of the reconstituted
solution 9.0-10.0 90
PH sidnoeienozo pozuny
Water content <10% 0.8 %

Powder reconstifution rate
Yac sionosaens nopouxy

<l min (xg.)

0.2 min (xa.)

Uniformity of dosage units | Acceptance value (AV) should meet the requirements Conform
Qowopionicnns dozoeanicy fpudinamue snavenna (AV) mae gionosidamu suviozam Bicnosioac
ooy

Assay

Tenoxicam 20.0 mg/vial = 5 % (19.0 — 21.0 mg/vial) 104.2 %
Kiasricne susnavennn 20.0 ve/hnaxon £ 5 % (19.0 - 21.0 me/hnaron) 19.8 mg/vial
Tenorcurainy 198 ma/cha

Related substances
Cynpoesidni dovimxy

- unknown inipurity <0.30% Not detected
- HEBIOoMA D0 TG <050% He susgaeno
- impurity A =0.25% Not detected
- donimerea A =025% He puasneno
- impurity B <0.50% Not detected
- Qontiura B <050% He susngnerno
-impurity G <0.50% Not detected
- daviiira G <030% He Buasneno
~impurity H <0.50% .03 %

- dosrfwka H <050 %

- total impurities <2.00% Conform

- CY VA QOMIULIOR =< 2,00% Bionogidac

Particulate contamination
Mexaniuni giovenns
- sub-visible particles
- HeGUAUWT yacmry

> 10 um: <6000 particles/vial

= 10 vir: < 6000 wacmor/chaarxon
> 25 um: <600 particles/vial

2 25 anew: < 600 uacmors/haaron

84 particles/vial
54 vacmor/dh.
0 particles/vial
O vacmor/gha.

- visible particles should be absent Conform

- suduMT vacmKy rosunni dymu eidcynnii Bionogidac
Sterility Should be sterile Sterile
Cmepunsiticiis Hosunen 6ymu cmepuaviin Cmepuasnul

Bacterial endotoxins
Baxmepicieni endomorcunn

<17.48 EU/mg
<1748 EO/MHe

<1748 EU/mg
<]7.48 EQine
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mefar

Solvent for lyophilizate:
Posunmuur Qan

Manufuctured by Mefar Hae San. A. S,
Location: Ramazanoglu Mah. Ensar Cad. No: 20.
34906 Kurtkoy ~ Pendik/Istanbu, Turkey
License: TR/AUY/2020/34.2

Bupodaene: Medap Lnag Can AILL
Mieneanaxodnceuns: Pavazanoasy Max. Encap Hucad, M 20,
34906 Kypmiodi - Hendu/Cmanéya, Tipewiuna

Aigersin: TRAUY/2020/34-2

WATER FOR INJECTIONS, 2 ml in an ampoule, 3 ampoules of solvent in

a contour tray

aioghinizamy: BOHA JIA IHEKUIHA, no 2 va s asryrl, ne 3 armvin posuunnukg 8
ROHWIYPHIT YGPYHEOGHY ynakoeyi

Batch no.:

N cepii: 2420015

Manufacture date: ‘ 07.2024

Hama eupobnuymsa:

Expiry date;

Tejin';f Hpudamrocmi: 06.2029

TEST LIMIT RESULT |
Hoxasuury axocmi Hopyveanns Pesvavingm

Appearance Clear colourless liquid Conform
One Tiposopuii Gesbapswnuii posuun Bidnosidae
pH 50-7.0 6.5
Conductivity <25 uS-em’ 4 uS-cm’!
HTumona nposionicme <25 arCarcar’ 4 wuxCarear’
Filling volume >2.0ml 2.1 ml
O6 "ext nanosnenns >2.0m1 2,1 aun
Ammonium
e
Ajg;;g < 0.6 ppm <0.6 ppm
< 50
Calcium and magnesium Complies with the test Conform
Karoyiti i saeniii Bidnesioae mecmy Bidnogioac
‘glol;;;ies =<0.5 ppm <0.5 ppm
Sulphates Complies with the test Conform
Cyashamu Bidnogidae mecmy Bidnosioae
Restoring substances Complies with the test Conform
Bionoe.noiouu pewosuy Bidnogidae mecny Bidnosidac
Acidity or alkalinity Complies with the test Conform
Kueromuicmu ado ayacricns Bionosioae mecmy Bidnosioac
Nitrates <0.2 ppm <0.2 ppm

Hinposru

Residue on evaporation
Sanuuor nicas sunapoeysarns
<10 ml

<0.004% (4 mg)

0.001 % (1 mg)

<0 < 0.004% (4 a2) 0.001 % (1 amz)
Sterility The solution is sterile Conform
Cmepunonicnn Pozvun cmepirsrnii Bidnogidac

Bacterial endotoxins
Barmepiazeni endomorciri

<0.25 EU/ml
=025 EQO/un

< .25 EU/m]
< 0,25 EQ/xn
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Munufuctured by Mefar llac San. AL S,
Lacation: Ramazanoglu Mah. Ensar Cad. No: 20,
m a r 34906 Kurikoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2
Bupotneno: Medap Inayw Can AIH,
Micyesnaxodacenns; Pavazanoary Max. Enecap Twcad. Ae 20,

34906 Kyprowoil - Henour/Craativn, Trpewoma
Higenzin: TRIUYA2020/34-2

Particulate

contamination

Mexaniuni exmovenns

- sub-visible particles 2 10 pm: not more than 6000 particle/amp 19 particle/amp

- HequOW vacimxy = 10 e we binvuse 6000 wacmor/avmyny 19 wacmor/eun.
Z 25 pm: not more than 600 particle/amp 1 particle/amp
= 235 s ne binewe 600 yacmor/avnyny 1 yacmor/avmn.

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned
manafacturing site in full conformity with the GMP requirements, 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 manufacture, packaging and analysis are reviewed; conformity with
the GMP is established.,

Lawr 5 3aceiduyro. wo nepepaxosana suwe ngopvayia € docmosiprois i movnoio. L cepia npodyryii Gyaa
BUZOMOBICHA  (8XUOYQIONN NAKYEaHHE / MAPKYSAHHA) 3 NPOGEOCHNSIM KOHMPOMO AKOCMI 1A SUHICERATAHILT
GUPOCHUUTit Jibringi 8 NOGHIN GIONOGIONOCH 3 GUCCMIL GMP, ecmanoenenn pezyasmopni opzancu
Typewvuny, a wmaxosic y eidnosionocmi 3 cneyudivayicrs 1 memodavu Koumponio  axocmi  (MKS),
sapeccmposanusiu 6 VYipaini, Ilpomokoau  supobutymea, YRaroexku ma aiarizie Gyau  nepesamuymi ma
BCINAHOBIEHD 6I0noGIONIcIe GMP.

Surname and position of person, approving batch release to market v
Hpissiye ma nocada / seanns ocodu, sxa eudwia dosein Ha SURYCK CEPIT o }/ ot )

Signature and date, stamp ‘
Hidnuc ma dama nidnycans, newamua / wmeaun 31.07.2024 g e
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: JEPAUIKCITYXBA
AEPKABHA CJIYKBA 3 JIIKAPCHKHAX 3ACOEBIB TA KOHTPOJIXO
3A HAPKOTHKAMM Y YEPHIBEIBKINA OBJACTI

Byn. I'onoBua, 29, M. Yepnisui, 58008, 0-372-52-22-60 Ten./dake 0-372-55-39-63
¢-mail: dls.cv@dls.gov.ua, Kog €IPIIOY 37032279

BUCHOBOK
PO SIKICTh BBe3eHoro B Ykpainy nikapeskoro 3acoby

14.01.2625 Ne 850/25/24

APTOKCAH

{HakMeHYBANES NiKapCEKOro 3ac06y 3TLNHO 3 peecTpawifum HOCBIIIEHHAM)
mio(imizaT st po3aHHyY st iR’ excuiid mo 20 mr; 3 ¢rakonn 3 siodinizaTom aua pozuuny s
iE’ eniit y KoMILIeKTi 3 3 aMnyramu posunHHEKa (BOAA A0S0 in’exmiit) y konTypmii
4APYHMKOBii ynakosui; 1 KOHTYpHA YapyHKOBA YUaKOBKA y KAPTOHHIM Kopodui

((hopma sunycky, nosysanus, Bux HaKyBaHHS AiKapCLROro 3acoby)
Howmep peecrpaniiinoro nocsinyenns UA/16802/01/01 erpox pif peecrpauiitroro noesiggenns 01.01.2099
Cepist ntixapcbkoro sacoby Ne 2419011 Kinsxicts BBE3€HOIO NiKapeskoro 3aco6y 30865

3upobHIK Medap Iray Can. AI1L, Typeuunna

(HaliMeHyBaHHA BHPOOHMKR NIKAPCEKOTD 3acoBy, kpalua noxomxennn)

Beseno s Vipainy Torapucrro 3 ofmexxenoro Bimumosizamemicrio «BJIYC DAPMA»,
imenr. kom: 43821180

(HafiMeHyBauus Ta Kox 32 EJIPTIOY WPUIRYHOT 0c06H afo npiasuue, iM's, No GaTsKosi (hiznynof
0cobH - mianpreMud, I micue nposxkupanig TA peectpauifinuii HoMep 06nixonol kapTKK MATHHKA
nofaTkis 460 cepis Ta HoMep nacnopTa)

Iporoxos sisyansuore woutpomo ein 16.12.2024 Ne 322/0/01.25-24/1.
JlabopatopHuii ananis skocTi Aikapebkoro 3acoby anificHe Hui:

NaGoparopia dapmaxoneiinoro amamisy JepxaBHe WiAIPHEMCTRO «YKpalHCHKHH HAYKOBHIL
hapmakomeuil IEHTP AKOCT MKAPCHKEX 32C0BIBY (M. Xapkis, Byn. Actponomiuna, 33)

(naliMeHyBanHs Ta MicLeHaAX O KEHHS nabopatopil, mo npozena naGoparopHui aHanis AKOCTI)

CeprugdixaT aranizy sim 13.01.2025 Ne 19/123424

Pesyaprary nafoparopHoro aHanisy sxocti JIKApCHKOTO 3ac00Y 38 MepeBipCHAMM TOKAZHUKAMY BiIIOBINAIOTE
BUMOTaM METOZB KOHTPOJNO AKOCT] (aHATITHYHO-HOPMATHBHOT JOKyMeHTarii).

33 pe3yNLTATAMH HEPHABHOTO  KOHTPOIIO BCTAHOBNEHO, WO JHKapceKui 3 BBE3eHO B Ykpathy 3

AOTPHMAHHAM BEMOr 3aKOHONARCTRS WONO 32683 UEHHS SKOCTI slikapcLkHX Aae06is.

Inua DOMIYEBA

{iniuiany Ta npizsuie)

5 2

e TN T
(noca,uouqﬁcq@a.o l‘a%-ly}jp)'xg}moro KOHTPOILO)
Fa ot hi
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Manfacnired by Mefar Ilac San. A. 5.
Location: Ramazanogle Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/AUFY/20620/34-2

Bupodneno: Medap Lnay Can AL
Miciesuaxoisxenns; Pavasanory Max. Encap Haan, N 20,
34906 Kyprrolt - Menm/Cranbya, Typeuyita

Hiuensia: TRASY/2620/34-2

CERTIFICATE OF ANALYSIS No. 2024004305

CEPTHDIKAT AROCTI

Product name:

Huzew npodyrnty:
Pharmaceutical form,
package type and size:

Mixapcsra hopata, mun wa

PO3MID YHAKOGRU!

Dosage / potency:

Hoza / cia Oif:
Registration certificate:
Pecompuayiime
nocgidvens:

Batich no.:

N2 cepii:

Batch size:

Pozuip cepit:
Manufacture date:

ARTOXAN

APTOKCAH

lyophilizate for solution for injections 20 mg,

3 vials with lyophilizate for solution for injections in a set with 3 ampoules of
solvent (water for injections) in a contour tray, 1 contour tray fogether with a
leaflet in a carton box

aioghinizam dan posuaty 028 i exyili no 20 me,

3 qhnaxonu 3 nioghinizamost Oar pozuuny dan inexyilt y xoamaexmi 3 3 avnyaavu
poztunuKa (800a Ond in'exyity) y xowmypHilt Yapynrosiil ynaroayi 1 koumypna
YEPYHROEA YNAKOGKA pazoM 3 IHCMpyRyicio 017 MeOuMH020 3QCHMOCYEaNNA ¥
xapmonniit kopodiyi

Tenoxicam 20 mg

Tenorcurawy 20 e

UA/16802/01/01

2419013

31 458 packages/ynarosox

Hame supobrngmea: 07.2024
];‘:"P“.Y cate: ) 06.2027
EpALiH BPUHOMMHOCII!
TEST LIMIT RESULT
Hoxasnuru axoenii Hopaveanua Peszyipmani
Appearance {Onic)
Powder Yellow lyophilized powder Conform
Hopouok Hiogriaizceanuii nopowoK JACOBMO20 KOIBONY Bidnosidac
Reconstituted solution Clear yellow-green solution Conform
gionogaentli po3ui ITpozopuil posutnt JCOSNIO-2EIEHO20 KOIL0PY Bidnogidae
Identification Retention times of main peaks obtained from sample | Conform
Tenoxicam and standard solutions chromatogram must be same. Bionosidue
Idenmugbizangis Snauenns wacy VIMPUMGHHL OCHOGHUX NiKiG  Hd
Tenoxcuramuy xpovamozpavax JocuidlCyeanoeo ma CrandapmHoze

pozuuiie nogunsi OyuT I0eHINUYHIE .

Average mass
Cepedua vaca
Uniformity of mass
Oonopiduicns ydcu

108.8 mg = 10 % (98.0 mg - 120.0 mg) 106.8 mg (ar2)
108.8 vz = 10 % (98.0 m2 ~ 120.0 212)
Not more than 2 of the individual masses deviate from | Conform
the average mass by more than 10.0% and none of | Bidnosidac
themn could deviate more than 20.0%.

He Ginvie 2 imOuGidyaionux Mac GIONWIHIOMbLCR GI0
cepeduboi macy binvut nize na 10.0 %, ma dcodna ne
sigxwmentses Binbi Hiow Ha 20,0%.




Manufactured by Mefar lac San, A, 8,

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

34906 Kurtkoy — Pendilv/Istanbul, Turkey
Licensc: TR/UY/2020:34-2

Bupodaene: Medap Inay Can AJdLL

Mienesnavoazenus: Pavazanoray Max. Encap fixan. Ne 20,
34906 Kypixof - IMesni/Cramoy n, Typeiuina

Jiucusia: TRATY/2020/34-2

i Clarity of the reconstituted | The solution should be clear Conform

! solution Pozyur nogruren Bymu npo3opiy Bionogidac
fIposopicinn gidnoerenozo
posyuny
Colour of the reconstituted | Yellow-green solulion Conform
solution Pozuun s1008mo-3¢1eH020 KOALOPY Bionogidae
Konip gidnogienceo posvuny
pH of the reconstituted
solution 9.0-10.0 8.1
pH gidnogaenozo posuuny
Water content
Bxiicm aodu £3.0% 03 %
Powder reconstitution rate ; .
Yac sidnosaerna nopouiky <1 min (ve) 08} Tmines)
Uniformity of dosage nmits | Acceptance value (AV) should meel the requirements Conform
Qaonopidnicmy dozoeanix Dputmsinme snavennn (4V) yvae gidnogidamu gusozast Bionosidae
0ONHIYh
Assay
Tenoxicam 20.0 mg/vial £ 5 % {19.0 — 21.0 mg/vial) 105.8 %
Kizricne ausnavenn 20.0 methuaron £ 3 % (19.0 - 21.0 va/ghaaron) 20.1 mg/vial |
Tenoxcuramy 20,1 szigha. |

Related substances
Cynpogioni domiumku

- unknown impurity <0.50% .02 %
V- neidona dovina <050 %
- impurity A i 0.25% 10.01%
- doatinkea A L025%
- impurity B <0.50% Not detected ]
- dositexa B <050 % He guzrgeno
- impurity G <0.50% 0.01 %
- oontiiera G <0.30%
- impurity H <0.50% 0.01 %
- daviniwa H <0,50%
~ total impirities =2.00% Conform
- cvua douior < 2,00% Bionesidae

Particulate contamination
Mexanivui eronovens

- sub-visible particles

~ HeGHOWMI YacmK

= 10 pm: =< 6000 particles/vial

Z 10 vrar: £ 6000 wacmor/haaron
225 pm: < 600 particlesfvial

= 25 s £ 600 uemordghaaron

61 particles/vial
61 vacmor/ga.
3 particles/vial
3 vacmor/gha.

- visible particles should be absent Conform

- BUONMI yaeny nogurHi Gymu eideymni Bidnogioac
Sterility Should be sterile Sterile
Cmiepraasnicms Hosunen Gymu cmepuisHum Cnepisipuitii

Bacterial endotoxins
Baxmepicibii endomorcunit

<17.48 EU/ms
< [7.48 EOMee

<1748 El/mg
<]7.48 EQMe
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Solvent for lyophilizate:
Pozuunnux o048
Hogitizany:

Batch no.:
A cepil:

Manufacture date:
Hanma gupodnipaca:

Expiry date:
Tepwin npudainmuocn:

Manufactured by Mefar Hac San. A 8.
Location: Ramazanogle Mal. Ensar Cad. No: 20,
34906 Kurikoy -~ Pendik/lstanbul, Turkey
License: TRAUY/2020/34-2

Bupedaeno: Nedap Inay Can AL
Micneanaxoprenna: Pavasauorny Max. Eucap [iwain Ne 20,
34906 Kypreoft - enauk/Cravys, Typeurnma

Jiveisis: TRAUY2020034-2

WATER FOR INJECTIONS, 2 ml in an ampoule, 3 ampoules of solvent in

a contour tray

BOJA JJAA IHEKIH, no 2 Ma & avnyri, no 3 cxnyau posuuniuxa ¢

ROXRIYPRIT yapyuxosiit yrnarostyi

2420017

07.2024

06.2029

TEST LIMIT RESULT !
Iloxazvuru aroemi Hopxoyaaunsn Pezyremam
| Appearance Clear colourless liquid Conform
P Onue lIposopwii besbapanuil po3u Bidgnoeidac
. pH 50-70 6.7
- Conductivity <25 uS-em? 4 uS-cm’!
- Munosta npoidnicms < 25 axCaren’ 4 arxCarear’
| Filling volume 22.0ml 2.1 mi
08 ‘ext nanognenns =20 2,0 mn
Ammoninm
< 1
} 'Lxsrgz:rlzj <0.6 ppm <0.6 ppm
<30
Cajcium and magnesium Complies with the test Confonn
Keanaylit i Maznii Bionoeidac mecny Bidnasidae
g?;;;:{;:fs < 0.5 ppm <0.5 ppin
Sulphates Complies with the test Conform
Cyrethanmu Bionogitac mecny Bionogidae
Restoring substances Complies with the test Conform i
Bidhosnowuu pevoguiy Bionosidne mecmy Bidnogidae
Aecidity or alkalinity Complies with the test Conform ;
1 Kucromuicme abo ayarcuicms Bidnogidac mecmy Bionogidue E
;: 2::;:;:;511: <0.2 ppm <0.2 ppm
Residue on evaporation
Sanaaor nicyst sunaposyeanis
<10ml <0.004% (4 mg) 1 0.001 % (1 mg)
<1031 < 0.004% (4 m2) F0.001 % (1 a2)
Sterility The solution is sterile i Conform
Cmeprasiicnip Pozuun cmepurenuit Bidnogidac

Bacterial endetoxins
Buxmepiaivni endoniorcunn

<0.25 Eli/ml
< 0.25 ECHm

< (0,23 EU/ml
< 0,25 EO/un
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Mannfactured by Nefar lac San. A, S,
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34606 Kurthoy ~ Pendik/Istanbul, Turkey
Licenses TRAJY/2020/34-2

Bupodaeno: Mepap Laaw Can ALL
Micusanaxozxenn: Pavazanoray Max., Encap [ixaz No 30,
34906 Kyprroil - HDenmk/Crasdyn, Typevsma

JHinensia: TRAUY/2020/34-2

Particulate contamination
Mexaminni sruovenin

-~ sib-visible pariicles

-~ HEGUOWMI HaCKlU

= 10 pm: not more than 6000 particle/amp
> 10 amcn: we Ginstue 6000 vacmor/asnyiy
2 25 um: not more than 600 particle/amp
> 25 st we Biavue 600 vacmor/avnyay

16 particle/amp
16 vacmor/armn.
0 particle/amp
& vacmor/aun,

I do hereby certify that the abovementioned data are trustworthy and accurate. This product baich is
manufactured (packaging/labelling included) under the quality conirol on the abovementioned
manofacturing site in full conformity with the GMP requirements, 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 manufacture, packaging and analysis are reviewed; conformity with
the GMP is established.

Ll 5 30c6i04yio, w0 nepepaxosana eiaye ingopvayis € docmogipuoio i mownoio. L cepin npodviyil Gy
GUEOINOGIENA  (GRUOHAIONU NARYEWINA /| MAPKYSQINA) 3 NPOGEOCHHAM KOHNIPOMIO SAKOCHI HQA SUIYCGRUZANIH
supofiill dimvhuyl e nosuill eidnoeidnochn 3 eumozanmu GMP, GocmarOSHEHINMU DE2YASMOPHUM OD2AHOM
Tvpevuuiy, o maxoxc 'y eionosidnocmi 3 cneyugdbikaricio | memodavu xonmpomwo sxkoeni  (MKH).
rapeccmposauuvy 8 Vipainl, Ipomoroiu supobwummea. ynarosky md aHaiizis Oyvau nepezasuymi nia
scmanogiena sionosidnicms GMP.

Surname and position of person, approving batch release to market
Ipizsiaye ma nocada / 38anus ocobu, axa eudaia do36in Ha eunycr cepil

Signature and date, stamp
Iionuc ma dama niontcanas, iieuanixa / wmamn 31.07.2024
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HEPKIIKCIIYIXEA
AEPKABHA CIYIKBA 3 MIKAPCLKHUX 3ACOEIB TA KOHTPOJIFO
3A HAPKOTHKAMM YV YEPHIBENLKIN OBJIACTI

ey l'osiosua, 29, M. Yepuisui, 58008, 0-372-52-22-60 Ten./ake 0-372-55-39-93
e-mail: dls.cv@dls.gov.ua, Kon €APIIOY 37032279

BHCHOBOK
PO SIKICTH BBe3eHoro B Ykpainy Jikapenroro zacoby

13.11.2024 No 60196/24/24

APTOKCAH

(ualimenynanug nikapeskoro sacofy srigto peecTpatifins noctigicHsim)
JioQimizaT gus posurmy aiis in’ exuiit mo 20 mr; 3 quraxornn 3 niodimizarom o posunay s
i’ exuiit y omrutexti 3 3 AMITYIAMU POSYHHHAKA (BOAA AAs iH’eRLii) y kouTypHili
4apyuIcosii ynaxopyi; 1 koarypua uapynxosa YOAKOBKA Y KAPTOHHIHA kopobui

{dropmn Bunycky, noaysans, B TIRKYBAHESA J1icaPChIOro sacoby)
Howmep peectpanfiinoro nocsinuenns UA/16802/01/01 erpox mii peectpauitioro nocsinuenns 01.01.2099
Cepin mixapcekoro sacoby Ne 2419013 Kintxicts Bsesenoro nikapeskoro sacoty 31393

BupoBuik Medap Inau Can. AL, Typeuuuna

(nafiMenynanns supoBiyika fikapesxoero sacoby, KPailA OXCAKCHHS)

Baeseno & Vipaluy Tosapuerso 3 ofmexenoro Bimmosimanpuicrio «BJYC DAPMA»,
inenT. xon: 43821180

(uatisienyBanng Ta koy sa CLPTIOY IOPUAHTHOT 6co01 abo npisnuine, is's, 1o 6aTskobt Qiznunol
0COGH - mANpHesLA, Tl MiCUS NPOXHBANHA Ta PeeCTPALiFIH noMep 08niKkoBOT KAPTHN NAATINIKA
noparkin abe cepin Ta roMep macnopra)

IpoToron Bisyansroro kourpoaio pig 26.09.2024 M 257/0/01.25-24/2,
JaGopaTophui ananiz SKOCT NiKapeskoro sacoBy spilicHenuit:

JlaGopatopisn  (papmaxoneitnoro ananisy JlepikaBHe NignmpHEMCTBO «YxpalHCBKHIE HayKOBHIT
hapmakonmeRuuii nenTp AK0CT JiKAPCHKUX 33C06IBY (M. Xapxis, Byi, Actporomiuma, 33)

(HaliMeHYBAHHS TA MICIICIHAXOMNEHHS naBoparopif, o npoacsa naBoparopnuii ananis skocri)
Cepruthixar avanisy nixapeskoro saco6y, sunasmit na6oparopieio iz 01.11,2024 No 921/93724

PesynuTari saBopatoproro asanisy sxocti mikapeskoro 3aco0y 3a nepenipenumMi nokaskukamy BIAIOBIXAIOTS
BUMOraM METOMIE KOHTPOJIO NKOCT {auamiTHuHO-HOPMATHBHOT AOKYMEHTALT).

34  pesyALTATAMH  JiepHaBHOTO KOHTPOAIO. BCTAHOBAGHO, IMO Jrixapchkuil  3aciG  Beeseno B Yxpainy 3
AOTPHMAHHIM BHMOT 3aKOHOJIARCTBA IHOKO 3abeareuers SkocT nikapeekipxdacoGis.
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