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AEPHKABHA CJIVIKDBA 3 TIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI
npos. Hanii Ceitmynoi, 3, 02099, Ten, (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK

PO AKICTL BBE3EHOTO B Y Kpalny JikapchbKoro 3acofy

05.01.2024 Ne 494/24/2611

KOKAPHIT

(naltmenypanns nikapcsKkoro 3acofy SrifHO 3 PEeCTPALiHHMM NOCBIAYEHHAM)
nioqinizar ana posunmy A in'exuii, 3 amoyn 3 gioQrizarom y KomiuieKTi 3 3 amMIyaamu
posunnnuka (0,5% posunn aixoxainy riapoxsepuay) o 2 Mil y KoutypHil uapyukonii
yunaxopui; no 1 woutypuiil wapynxosiit ynarosui B kopodui

(dopma BHRYCKY, KOBYBAHHSA, BILL MY BAHHA JKAPCLKOrO 3ac00Y)
Howmep peectpantitinoro nocsinyenns UA/8392/01/01 crpox nit peectpanitinoro nocsinuerns HEOOMeXCHUH

Cepist nikapekoro sacoby Ne 2307092/230605  Kinsxicrs Bresenoro nikapeskoro saco6y 32199

Bupo6HuK E.LILLKo., €raner
(walimernypamis BupoCHuKa JiKapPCLKOro 3acoBy, KPATHA HOXOILKEHHS)
Boesewo B Vipaliiy Tonapucrno 3 o6mexceno signosigansnicrio "BJIYC GAPMA",
izenr, won: 43821180

(hafimenyvatg ta ko sa CLPTIOY opuanysoi ocolw abo npissuiue, im's, Mo Gareicosi (izpinoi
0cob ~ niznpuemus, i Micte npoxruBams Ta peecTpaniiiunil HomMep 66NIKOBOT KapTKH NRATIHKA
noaarkis abo cepist Ta HOMEp IAcTopTa)

[IpoTokon sisyansuoroe xonrposo sig 19.12.2023 M 4004/4.

3a  pe3ynbTaTaMH  LEPKABHOTO KOHTPONIO  BCTAHOBAEHO,  LIO mikapcekuit  3aci6  pseseno B Vkpainy 3

AKOHOAABCTBA WIOAO 3a0C3MeUeHHS AKOCTI HlKapCbKHX 3acofib.
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EGYPTIAN INTERNATIONAL PHAR

Research, Development and i

Manufactured by “E.LFP.1LCo.
Location: Tenth of Ramadan City, First Industrial Zone Bi, P.O. box: 149 Tenth, Egypt
License: 00014/2014 Ne FM-L.PM-02
Bupotneno: ELILLEo.
Micyesnaxodocenna: Tene o8 Pamadan Cimi, lTepwa [Tpomucnosa 3ona, B, a/s 149 Tewnc, Ceunem
Jiyenzig: 00014/2014 No Fif-LPL-02

[ &

CERTIFICATE OF ANALYSIS Ne 2307692

CEPTH®IKAT AKOCT? No 2367082

Product name: COCARNIT

Hasea npooyrmy: KOKAPHIT

Pharmaceutical form, Lyophilisate for solution for injections; 3 ampoules with the lyophilisate in a set with 3
package type and size: ampoules of a solvent (0,5% solution of lidocaine hydrochloride},2 ml in contour tray;

1 contour tray together with a leaflet in a carton box

Jixapcora hopma, mun ma  piodhinizain dna pozuwuny Ous in'exyity; 3 amnyay 3 nlogirisamom y womunexmi 3 3

POIMID YRAKOBKY! amaynway pozuuunua (0,5% pozuun nidoxdiny 200poXROpudy) ne 2 MA Y KOHMYPHIY
vapyukosill ynarosyl;, no 1 kormypuist wapyurosili ynaxoeyi ¢ xapmonniii xopodyi
PA30M 3 IHCHIPYRYICIO QI8 MEQUUHOZ0 3ACHIOCYEUHHS

Bosage / potency: Nicotinamide 20 mg, cocarboxylase 50 my, cianoecobalamin 0.5 mg, disodium adenosine
Hosa / cuna dil: triphosphate trihydrate 10 mg
wixomunamioy 20 me, koxapdoxcunazi 30 mz, yienoxobanaminy 0,5 mz, Sunampino
adenosuny mpughocanty mpueioparty 10 ma

Registration certificate:

P e . UA/R392/51/81
eccmpanyitine noceiduenis.
Bateh No 2307092

Ne cepii:

32 564 packages

Batch size:
32 564 ynaxoeor

Pozaip cepii:

Date of manufacture:

- 08.2023

Leama gupodmuymesa:

1 iry date:

Expiry date: . 08.2026

Tepmin npucammocmi:

Tests/Hokasnuxu sucocmi Specification / Limits/Hopmyeanns Resulis/Pesynvman
Appearance Pink colour lyophilisate for preparation of solution for injection in | Conforms
Onuc brown glass ampoule. Bionosioae

Pooicesozo ronsopy aloghinizam dna npuzomysauus pozuuiy O0is
in'crnint 6 amnyal 31 CiiIa KOpUYHEE020 KOTLOPY

Identification The retention time of the principal peak of Disodiun Adenosine Tri-
[Denmudbixayis phosphate Trihydrate, Cocarboxylase and Nicotinamide, in the chro- Conforms
- disodium adenosine matogram obtained with sample preparation is the same as that of the | Bidnosidae
triphosphate trihydrate respective principal peaks in the chromatogram obtained with standard

- Qunampiio adenosun | preparation,

mpuchocpam mpuzidpamy Yac ympusyeauus, 0ciogHux Wikie, OmpuManux Ha xpog&@ﬂmﬁ?wa@g

. . ‘s G0 dlHa Ny
- cocarboxylase Gocaidocyeainoz0 posviiy, noeniit sidnosidamu vacy Drbiisedis _ﬁi’}‘,
AN Al PN

o . . ONA
Administration, Factories & Export Sector : {0"f Ramadzn City - Industrial Zond By S TFAE sfhaden City
Tel.:(+2 015) 361663 Fax : (+2 015) 364377 Cairo Fax No, {+2 28 Mo?2 :

E-mail : eipico@eipico.cam.eg WEB SITE : www.eipico.cof

e -
(T @?\Jﬁ;f e
N OI(‘)HO\\LY“, ¥

Q\\Q\‘mxmﬂ:%‘f@”






Kowkaprit Ne2307092_230605_Crpanuua_2.jpg

EGYPTIAN INTERNATIONAL PHARMACEUTICAL QE\%QU%‘“@ IES

Co.

" .
Research, Development and Quality Secto
Tests/Horaznuxu sxocmi Specification / Limits/Hoprysanua g esa[z‘s/wazbnmm
- Kokapbokcunaza nixie  Juuaimpiio adeHosun mpuchoegam mpuiopamy,
- picotinamide Korxapboicunasu, Hikomunasioy ne  xposamoepavax  pozuuuy | Conforms
- HikOMUNAMIOY NOPIGHSHHSL. Bionogsidae
- eyanocobalamin The solution has two peaks within 350 nm — 610 nm: at 361 v and
- yianorobanaminy between (550 + 3.0) nm.,
The ratio of maximum absorbance at 361 nm to maximum absorbance
at (550 £ 3.0) nm is 3.15-3.45.
Ipu dociidowenni ¢ Olanasoni 350 nm-610 wai, pozvun mac Osa
MarcimyMa nogiunanna; npu 361 nw ma 6 obaacmi mine 33013,0 Conforms
HA. Bionosioae

~-methyl parahydroxybenzoate
and propyl parahydroxyben-
zoate (parabens)

- Memurnapaiopoxcubensoam
na
nponinnapaziopokcudbenzoanty

Biduowennn aboopbuyii ¢ smaxcusymi 361 uwm dv abcopbyil 6
seccumymi otnacmi mine 550+3,0 wm nosunno Gymu sid 3,15 do
3,45,

Retention time of principal peaks of methy] parahydroxybenzoate and
propyl parabydroxybenzoate in the sampie preparation chromatogram
is the same as that of the respective principal peaks in the standard
preparation chromatogram,

Hac VIRPDUMY G LH ML QCHOBHUX nixig na XPOMAMOEPAMAX
QOCRIONCY8ANV20 POZWUHY, NOSUHNT GIOR0GIGaMIL YaCY YIMPUMYEAHHS

nixie memuinapaziopokcubensoamy ma

APORIINAPAZIOPOKCUBENZOMMY  HA  XPOMAWOESPaMax — pPOZHUHY

HOPIGHSHHS,
Average weight of ampoule 205.00 mg £ 10 % 1939 mg
content (185.0 - 225.0 mg) 193,9 me
Cepedna maca emicmy amnyin 205,00 w2 410 %

(185,0-225,0 m3)
Uniformity of weight of am- Uniformity of content weight; &= 10 % of average weight of ampoule
poule content content. Conforms
Oonopionicme no maci smiciny | When 20 ampoules are weighed, content of not more than two am- Bionosidae
amMiyau poules can deviate from the average weight by more than = 10 % and

none deviates more than £ 20 %.

Qdnopidnicms macu exicny awmynu: £ 10% 8¢ cepeonsoi macu

gaticnmy aMnyRy.

ITpu seqocyeanui emicmy 20 amnyn yvdaca emicmy we dinwuie Hioe 2

AMAYR MODICE GIOXUISMUCH 6I0 cepednvol macy Glnvws Hine na £10%

ma maca gMicmy JCOOHOT GMIYAL He ROBUHNA Gidxunsmucs Binbi

wivie na + 20%.
pH 3.0-4.3 3.67
Sterility Lyophilized powder must be sterile Conforms
Cmepunviticine Jiohinizam nosunen Gymu cinepunbHum Bionosidae
Dissolution of powder <2 min in 2ml of 0.5 % solution of lidocaine hydrochloride. 16 sec
Hac posuunenns < 2x6. 6 2mn 0,5 % posvuny nidoainy 2iopoxnopudy. 16 cex..
Water determination (by X. <3 % 173 %
Fisher) <3 %
Saicm godu (no K. Qiuepy)
Clarity of solution Prepared solution is clear. Color of selution ~ red Conforms
fIposopicme Bionosnenuir pozwun nocuxen Oymu nposopuw. Kontp posvuny — | Bidnosioae

YepGONHILL
Particulate matter Absent in ampoule Absent
Mexaniuni eraiouenns Bidcymni ¢ amnyii Biocymui

-visible particles:

- GUCUMT 4acImKu

-sub visible particles:
~ HEBUOUMI YUCMKU

=10 um -~ not more than 6000 particles in ampoule
=25 um ~ not more than 600 particles in ampoule
> 10 s ne binvuee 6000 yacmoic 6 asyni

> 25 sucw: ne Ginvuie 600 vacmor 8 awunyni S

r‘ﬂ%f:gr*ﬂ alu 7m ¢

26 particles

1 particles

26 uacmor/axn.
1 vacmor/amn.
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Tests/Toxazuny sikocini

Specification / Lisits/Hopyyesamns

Resuits/Pesynomam

Bacterial endotoxins <7.04 Ul/mg <7.04 Ul/mg
Baxmepianeni endomorxcunu < 7,04 MO/mz <7.04 MO/me

Assay

KNinviicue gusnavenns
-disodium adenosine
triphosphate trihydrate

- Sunampiio adenosun
mpugpocham mpuzidpamy

-cocarboxylase

- KOKRaPOOKCUNA3a

-picotinamide
- HIKOMUHAMIOY

-cyanocobalamin
- yianoxobaraminy

~-methyl parahydroxybenzoate
- Memunnapazioporcubenzoany

-propyl parahydroxybenzoate
- nponinnapazioporcubenzoanty

~glyeine
- ealyun

9 - 15 mg/amp (90 - 150 %)
9 - 15 melann (90 - ]70 %)

75 mg/amp (90 - 150 %)

45 -
45 - 75 melamn (90 - 150 %)

18 - 25 mg/amp (90 -
18 - 23 mefann (90 - 123

125 %)
()’)

0.45 - 0.8 mg/amp (90 - 160 %)
0,45 - 0,8 me/ann (90 - 160 9%8)

0.54 - 0.66 mg/amp (90 - 110 %)
0,54 - 0,66 me/amn (90 - 110 %)

0.135 - 6.165 mg/amp (90 - 120 %)
0,135 - 0,165 mzlamn (90 - 120 %)

85 - 115 mg/amp (85 - 115 %)
85 - 115 mefavan (85 - 115 %)

10.0 mg/amp.
(100 %)

10,0 ma/ansin
(100 %)

50.1 mg/amp.
(100.2 %)
50.7 melamn
(100.2 25)
20.6 mglamp.
(103 %)

20.6 melanin
(103 %)

0.45 mg/amp.
(90 %)

0.45 malann
(90 %)

0.61 mg/amp.
(101.6 %)
0.61 me/amn
(101,6 %)
0.140 mg/anp.
(93.3 %)
0,140 aelansn
(93,3 %)
99.3 mg/amp.
(99.3 %)

90 3 selamn
(99,3 %)

Uniformity of dosage units
Coitopidnicne Go306amux
0QUHULYL

Must conform to Eur. Ph. 2.9.40.
TTosunno sionosioanmi sumocam Ph. Eur., 2.9.40

Conforms
Bidnogidae

Solvent for lyophilisate :
Posuunnur ona nioghiniza:

Bateh po.

MNo cepii:
Manufacture date:
Hama supobrnuymsa.

Expiry date:
Tepntin npudanniocmni:

solvent for COCARNIT ~ lidocaine hydrochloride,
poule, 3 ampoules of solvent in a contour tray;

0.5% solutior

1 2 ml, i am-

Posuunnux ons KOKAPHITY — 0,5 % posuun JITOKAIHY TITPOXITOPHIY, no 2
MA@ iy, 3 Ay DOSYUNHURG KOUMYPHIT 4apyHKOGIH YRaKosyi;

230665

08.2023

£8.2827

Horasnuru akocmi Hopatysanuna Pezpiipinaiit
Appearance Colourtless liquid in brown glass ampoule. TS Conforms

Onuc Hposopuit Hesbapenuii poswun 6 aunysi 3 cmxﬁ‘ H@)%%éea“&\ }v]’zdrzoozéac
KORBODY & B4 o,
PRV €] @X{/
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO
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Hoxazrarc sxocini Hopmysanns Pesynviitin
Identification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms
Ioenmudpinayis ' hydrochloride standard Bidnosidae

I — caexmp ompusanoeo sanury nosunen cuisnadamu 3 I
— CHERIPOM cImandapiny AIQOKIHY 2i0poxXIopudy

Volume >2mi 2.08 ml/mn
06 ’em, wo sumszacmues > 2 M
pH from 5.0t 7.0 6.73

Bio 5.000 7,0
Sterility Solution should be sterile Conforms
Cmepunbuicns Pozuun Ona i 'exyiti nogunen Oyiny CiepuibHum Bionoeidae
Clarity of solution Solution should be clear Conforms
Hpozopicme Pozuun Ons in'exylill nocunen 6ymu wposopum Bionogidae
Particulate matter The solution is essentially free from particles of foreign matter | Conforms
Mexaniuni grnovenst that can be observed on visual inspection. Bionosidac

Posuun Ona in'exyili nogunen Gymud RNOGHICHNO  GUILHUM
GIOUYHCOPIONUX  NACIHOK, SKE MOMCYHL  Oymu  eusereni ¢
RPOYECT GI3VAIBIHOZO 02HAOY.

Bacterial endotoxins < 1.1 EU/mg lidocaine hydrochloride <i.1 EU/mg/
barmepiansui endomoxcuny | < 1,1 FO/me zidoxainy eldpoxiopudy EQ/me

Assay

- lidoeaine hydrochloride | 4.75 mg- 5.25 mg/ml 4.7% mg/mi lue/min
Kinvxicue cusnauenns 4,75 me— 5,25 me/n

- Jlidoxainy 2i0poxaopudy

Assay

- 2,6-dimethylaniline Not detected

Kinsricne susHauets

3y e o < 400 ppm He susaneno
- 2,6 - Qumemuaanininy

1 do hereby certify that the abovementioned data are trustworthy and accurate. This produet batch is manu-
factured (packaging/labelling included) under the quality control on the abovementioned manufacturiag site in
full conformity with the GMP requirements, established by the regulatory agency of Egypt as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukyaine. The protocols
of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Llum st 3aceiouyio, wo ;wpe/}aweaua surge inghopmayin ¢ Socmosipuoo | moynoio. Ln cepin npodviyil fyaa
SU20MOGRENA (SKIOUDOHI NAKYSAHNS [ MADKYSAHHA) 3 HPOGEOCHHAM KOHIRPONIO AKCCHI HA SUMEeSKA3aHI GupodHuiil
ineruyi 6 nosHiit sidnosionocmi 3 sumozaviu GMP, ecmanognenunty pesynamoprum opaanomy Ceupny, « narodie y
sidnosidnocmi 3i cneyugiraicio i memodand xoumpono sxocmi (MKAH), sapecemposanwau ¢ Yipaini. Hpomoroiu
SUPOOHUYMSA, YRAKOGKI NG aHaRizie Gyau nepezusnymi ma scmanosneno cidnogionicmy GMP.

Surname and position of person, approving
batch release to marke!
Hpiseuye ma nocada / 36anHs 0coduy,

Sia GUOaNE Q036N Ha GUNYCK cepif ol Q0 Eeetivn led
. . ' A £
Signature and date, siamp ‘i‘ Y . j;‘mq T
; ) . PR YRR R NN .
Hidnue ma dama nidnucanns, nexwams A L -
NN
Aﬁﬁf w am\ik Qg/\
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