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CERTIFICATE OF ANATL JAYAY No, 2021006629
CEPTHDIKAT 5KOCTI

Product name: ELFUNAT

Hazsa npodyrmy: EJFBYHAT - . |

-Pharmacﬁuﬁcal”fﬁrm, solution Jorinjections; 5 & mgrinl, il i ginpules, 5 arapydes &0 gontour ray, 2

package type and size: ~ Contowrtrays logether with a leaflet in a carton box |

Hixapevra doprs, mun mir posuwn On8 in'enyitt 50 maian, no 2 ME S Arynax: B 5 awnyt s xowmypyisi

POTMIP ynaxosxu: “APYHKOGHE ynaxoeyi, no 2 KORRIYDHE RGPYHKOGE yHanogxy Pasom 3 ducimpyruicis dan
MEFifin020 FASMOCYBAaNHE 4 KGPIMOH R Kopotiyi

Aosage / poteneys ethyimethyll ydroxypyridine succinare 56 ingrmi
Hosa £ cuna i | EmuAMemEIioporcuniy HOHKY-CyRIUnamy 50 mabui
Registration certificate; 5 _.

Peccmpayiiine noceiduenin: UA/13834/01/01

Bateh no.:

AP Cﬁ’ﬁfj:’

Batch size:

Posmip cepit:
‘Manufaciure date:
Hama supobuuymsa:
Expiry date;

Tepain npudammoomi:

2145004
27 799 packagesynaxogos
08.2021
08.2024
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TEST LIAMIT RESULT

Hoxasnuru axocmi Hopsevearns L Pesyaomom
Appearangce Clear colorless or vellowish solution, Conform.
Oune | Hposopuit 6e3bappunit a6o KOBTYBATHI DOBMME. | Bidnogidue _ )
Kdentification Retention time of the major pedk obtained in the chro- Conform. -
- Ethybmethythydroxspyridine matogram of the sample sohtion should be concordant ;
| succinate 1o that of the standard sohgion. |
|+ Axenrudiranin Hac yrpumyBanns OCHOBHDIC UKy Ha Xpomatorpami | Bidnosives
I .;&‘mmmemwaidpmcmmw@ mnpoﬁyaaz-rom POITHHY Maf B\li;f[ﬂﬁﬁi.iga’f‘ﬁ qacy
EYKYUHAIY | YIPUMYBAHHE HA XPOMATOrpaMi CTAHOAPTHOIO
PoswHY.

e LR L

é Clarify and degree of opales- Should be clear or not more opaiescence than reference | Con form

[ genice 1 selution 1. Bionogidae
1fposopicry i eryuiny | Mae 6yn NPUSOpPHM 400 oTynie QHANECHRHULT HE Mae

Radamyrnocti - _| JCPEBHIYBATH eTANOHHAR posasi [1 | |

1 Degree of coloration Should be coloriess or yellowish and not.more unensely | Conform
: : Crynins 3abapsiiesng colored than refererics solution Hs. Bidncsidic
| Mae Syru HesBapsruse a50 o BYYBATHM,

z HTEHCUBHICTL 320apE1eHRY e Mac NepesluysaTH
| e .| CTAMOHMMH DO3HUN Ra, __ — L
f Extractable volume Not less 2.0 mii for (100 mg/2 m P20t mil ()

: O8’esm, o BuTET 3T Lox 1 He ywenue 2,0 31 s (100 mri?2 MU
pH 4.0-35.0 4.0
R&lcrnva density 0.950 - 1.150 g/ml {révin) [ = 01 0‘g, ek ()
L Blanocus rycruna e S-S LA s RO eI
| Osmolality 300~ 400 mosmol/kg yfodh DRREA 7, AN ?3_‘-:"3‘5‘}3#@5@‘&1;&3{
L Oemoasnnniers, | L o ®S pgeMomhier B
| Particulate contamination WEof . e =)

| Mexamiugi sxeroves s 5 f ¥ 52 o

i Visible particle 1 Practically free fronfl g ST
Hudumi ugermcy ] Mae 8y Binnrum .,» :
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TEST LIMIT ) RESULT
{loxasuuxu arocmi Hopsiysemmua Pesywman
| Sub-visibie particle 2 10 um NMT 6000 particles’ampoule 40 particlesfampoute.
| Heaudunti uacmpy 225 am: NMT 600 particles/ampoule | (dactor/amnyita)
: ZA0Mrm e Blrsue 6000 NACIOX/ DMKy Y- 0 particles/ampoule
225 Miem. ne Blasiue 600 NACMUR/ iy | (MacToxfammyna )
| Related substances T
1 Cynponigsi gosrimgn
| Single witidentical tmpurity Not more 9.2% . g
| {?é)uff;iwﬂ neidenmubirodana | -He 6immue 0,20% gg;if;iﬁj_ j
Oomituku | .
Total impurities 1 Not more 1.0% Coniform .
lomaoomimor. g, bwowe 1,0% — | Bidnosioue |
Sterility Solutitn should bt sterile. 1 Conform
1 Crepaamngicrs _ | Posuuy mac By grepuanming. Bionogidae
{ Bacterial endotoxins Not more 7.5 EU/m! <17.5 EU/mi
| Baxrepiaansi enaororemmy He Gizvuie 17.5 EQpw <Y7.3 EQ/uy
|. Asday | |
Kinekicee susnavenng 0.0 mg/mi (vriv) £ 5% 50.3 mg'ml (mr/vn
- Bthylmethylhydroxypyridine | (473 = 52.5 mg/mi (mr’ma)) i
suceinate | =
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1 do hereby certify thoi the abovementioned dasy are rustworthy and aceurate, This product barch i manufoc-
fured -(packagirzngaﬁeﬂing"ié:dudea) ander the quatity conirol on the abovementioned mpmgfaciuring site in Judl
conformity witlh the GMP requirements, established by tha reg watory agency of Turkey as well as with the specifive-
Hon and.caxtrol methody of fke--ﬂnafyffae?wrmaﬁve.daéumgmmbn, registered in Ukraine, The Drotocols of manufuc-
Hre, packaging and analysis are revieswad: conformity with the GMP is establivhed,
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