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BUCHOBOK

NPpo SIKICTh BBE3EHOT0 B Y Kpainy NiKapeLKoro 3ac00y

28.06.2023 Ne 32793/23/2611

KOKAPHIT
(HAHMEHY BAHES TIKAPCLKOrO 3ucoBY 3riAH0 3 pecerpatlifEnM NOCKITICHRIM )

MoQLTIsAT A posuHHY As il ek 3 avmyan 3 moplmzaTosm y koMnuexti 3 3 amuyaamu
posunnanka (0,5% poyunn gigorainy rixpoxsopuay) no 2 ma ¥ KOHTYPHIH 4apYHKOBIi
YDaroesui; 1o 1 KourypHii MapYHKOBIA ynaKosui B KapToHHiil kopobui
((poprea BHILYCKY, A03YBAHMA, BRI HAKYBAHHA AIKBPCLKOro 3acoby)

Homep peecrpautiinoro nocsiguenns UA/8392/01/01 crpox air PLECTPALTITHOID NOCBiAMeHHA HEOBMEWEH U
Cepist nikapeskoro sacoby Ne 2211336/220698  Kinbkicrs ssesenoro Aikapebkoro sacody 31429

Bupobuunk E.LILEKo., €runer
(HARMCHY BatHY. BHPOGIHIKS ARAPCLKOIO 3aC00V. KPAHA ONL LECHI)

Beeseno B Ykpainy Tosapuerso 3 obmemxenoio sianosigaanuicrio "BJAYC ®A PMA",
iaenT, kox; 43821180
(HARMEHY Batig Ta KO 30 CAPHOY pHAHYHOT 0COBH ado API3BHUIE, IM'A, 110 BATLKOBI PiznuHoi
OCOOH ~ MLANPHEMIA, T MICUE TPOAHBAHHA T4 PECCTPALHTH M HOMED 00AIKOBOT KAPTKH MAATIHEA
NOTTRIB alo cepis Ta HOMEp nacnopPTa)

Hporoxos Bisyansnoro kourposo six 28.06.2023 N 1779/8.

32 pesynbTaTaMM  ACPKABHOIO KOHTPOMG  BCTAHOBAGHO, W0  nixapeskuil  3acif  BBeseHO B Ykpaiay 3
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

Manufactured by “E.LP.1.Co.”
Location: Tenth of Ramadan City, First Industrial Zone B1, P.O. box: 149 Tenth, Egypt
License: 00014/2014 No FM-LPM 02
Bupobneno: E.J.I1.IKo.
Micyesnaxodocenus: Tenc o¢ Pamadan Cimi, Hepuia Hpomucncea 3ona, Bl, a/n 149 Tenc, Ezuneri
Hiyensia: 00014/2014 Ne FM-ILPM-02

CERTIFICATE OF ANALYSIS Ne 2211336

CEPTUDIKAT AKOCTI No 2211336

Product name: COCARNIT

Hasea npodyxmy: KOKAPHIT

Pha’rmacej,ltical formm, Lyophlhsate for solution for Injectlons, 3 ampoules with the lyophilisate in a set with 3
package type and size: - ampoules of a solvent (0 3% solution of lidocaine hydrachlonde),z mi in contour tray;

H cnnwur tray together w:th a-leaflet in a carton box

Hixapesxa popma, mun ma moqﬁmwam Olifi pOUUMy Ot in'exyii; 3 cmrzyﬂu 3 moginisamom y xomnnermi 3 3
DO3MID ynaroexu: . .amnyramu posvimnuxa (0,5% G posHuH mdaxamy 3a5poxﬂopz:§y) RO 2 MAY KOHNTYpHI
" HApYHKOGIW ynaroeyi; no J ROWMYDHIt wapyHKOgil ynakosyi e mpmonmu xopobyi

1 pa:i'om 3 mcmpym;zf:}o Ons Mecﬁuwmzo 3acmacyeanﬁﬂ :

e P g Tiiw T E Lz Fasg

Dosage / pqtency N;cotmamide 20-mg, cﬂearbﬂxylase 50 mg, aianoc&b&iamm 0 5 mg, disodzum adenosine

en

Hosa /cma ol i Mtﬂphﬁﬁphﬂte tnhy‘drate 10 mg B
; - Hmomzmmzay 20 Ma xaxapﬁa}ccmu 5 U M2,
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Batch No 2211336

No cepii: |

Batch size: 31 794 packages

Posmip cepii: 31 79'{. yna{n_:}s‘ox

ocolmuputietitel . gy

Hama eupobuuymea: .

NAplty date: ; 122025

Tepmin npudamnocmi:

Tests/Tioxasnuxu sxocmi Specification / Limits/Hopmypeannsn Resulis/Pesynvmam

Appearanee Pink colour Iyophilisate for preparation of solution for injection in Conforms

Onue brown glass ampoule. Bidhogioae

Poorcesozo xomvopy nioghinizam dma NPUSOMYSAHHS POIYUNY ORd
In"exylil 8 annyni si cxna KopuuHeao20 KoNb opy

1dentification The retention time of the principal peak of Disodium Adenosine Tri-
[Oeumucpiranin phosphate Tribydrate, Cocarboxylase and Nmotmamﬁe, w the chro- | Conforms
- disodium adenosine matogram obtained with sample preparation is the same as that of the Bidnosidae
tnphusphate e trihydrate respective principal peaks in the chromatogram obtained with standard

OUSBHTT preparation.

HYac ympumpsanns ocnosnux nixie, OMPUMAHUX HA XPOX
ympmwi'fw-

GOCRIONCYBANO20 POIUUNY, NOBUKNI 8idnosidamy 17

Tefith\Wf Ramadan City 1
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

Tests/Hoxasnuxu axocmi Specification / Limits/Hopmysania Results/Pesynomam
- korapboxcunasa mikis  Hunampio AOCHOIUM mpughocham mpu2iopamy,
- nfeotinamide Koxapboxewnazu, Hixomunamioy wa xpomemospamax poswuny | Conforms
- HIROMUN amidy nOPIBHAHNA. Bionoeidae
- cyanocobalamin The solution has two peaks within 350 nm — 610 nm; at 361 #m and
- ylanoroBanaminy between (550 + 3.0) nm.
' The ratio of maximum absorbance at 361 nm fo maximum absorbarce
at (550 -+ 3.0) nmn is 3.15-3.45.
IIpu docnidoicenni ¢ Olanazoni 350 wm-610 wm, posuwun mae dea
Mmaxcumyma nozrunanna: npu 361 #m ma e obnacmi mine 550+3,0 | Conforms
HM. | Bidnosioae
Bidwowenns abeopbyit e maxcumymi 361 um 00 abeopbyit ¢
- Ma;ccmyw obnacmi mixe 550+3,0 wm HOB‘HHHG 6ymu gid 3,15 oo
-methyl parabydraxybenzoate | 3, 93 ;
and propyl parahydroxyben-
zoate (parabens) Rctentmn time-of prmclpal peaks of methyl parahydroxybenzoata and
- memuanapaeioporcybensoam propyl parahydroxybenzoate in the.sample préparation chromatogram
ma | " is the ‘same as that of the respsctive prmc:pal peaks in the standard
nponiandpaziopoxcubenzoany preparation chromatogram. .
| Hac . ympumysanwun  ocuoenux | niKiE  HA  XPOMGRIOSPAMAX
' c)oamquyaanoaa posuuny, nosuxni sidnoeidamu NUCYy YMPUMYGAHNS.
- | nikig E Memunnapaziopoxcubenzoamy ma |.
..\ Hponianapazidpoxcubenzoamy MG XpOMamOZDEMOX — pOSuHy
. HOpIBHHHHH .
Average welght of ampoule | 2050077 mg+ 0% - 194.9 mg
content oo | (18502250 mg) 194,9 mz
Cépedus MG‘C-’J emicmy ﬂf‘li??y.ﬂii ““““““ 1 205,00, ezt I 0:%.
» e '(ISS 0= 2235, OME.’_) i
Uniformity of weight ﬁf am- | Uniformity of ¢ qqntent we1ght ﬁ 1{) % of aver rage wer.ght of ampoule
poule contenit » :'v'@;f.-i"-fii‘-; “contént.: 2 Conforms
Odwopiduicmy no maci emcmy When 20 ampoules are we1ghed content of 10t more than two am- Bidnogidae
aMrynu R SR poules can dewate from the average Wweight by more’ th&n, o 10 Y%and |7
| none deviates more than + 20 %.
; | Oonopionicom waci aamcmy a,wnyﬁu + 10% 6id pepedﬁbaz macu
- emiciny -‘:IMP{J?JIH N -
TTpu 3&&mcyaanm anticmy, 26* mnyﬂ Mmaca anticniy ne Ginvwae wio 2
aMnyp Moxce. &rdxmmuwz 8id cepeanbm mecu Ginsi wiae Hd +710%
ma mdaca emicmyr wcodﬂoi AMAYRU. HE ROGUHHG mﬁxmmum Binviu
Hioie ha + 20%.
pH 3.0 -4.5 3.75
Sterility Lyophilized powder must be sterile Conforms
Cmepunvricmo Hioghinizam nosuren Oymu crepuisHi Bidnogioge
Dissolution of powder <2 min in 2ml of 0.5 % sohution of lidocaine hydrochloride. 14 sec
Yac posyunennn <2 xa. 8 2mMi 0,5 % posuuny nidorainy 2iopoxnopudy, 14 ceic.
Water determination (by K. 3% 1,98 %
Fisher) <3 %
Bmicm scou (no K. Piuepy)
Clarity of solution Prepared solution is clear. Color of solution - red ‘Conforms
Hposopicmy Bionognenuili posuun noeunen Gymu npozopum. Konip poswuny — | Bionosidae
| | YepBOoN,
Particulate matter Absent in ampoule Absent
Mexauiuni exmouenns Bidcymui ¢ amnyni Bidcymni

~visible particles:
- QuOUMI YaCki

" —
ey
e 1

210 pm —~not more than 6000 particles in ampoule
225 ym —not more than 600 particles in ampoule
2 10 axom: e Binvwe 6000 wacmox 8 amnyni
= 25 mxm: ne Binvtue 600 vacmox ¢ amnyni

60 particles
60 vaemordamn,
1 particles

! vacmor/amn.
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Tests/Toxasnury akocmi. ~ Specification / Lz’m:tsﬂopwaanm Resalts/Pesyromem
Bacterial endotoxins <7.04 U/mg <7.04 Ullmg
Barvmepiansui endomorcunu < 7,04 MO/mz <7.04 MO/me
Assay |
Kinvricne euznayenns
-disodium adenosine
triphosphate trihydrate 9 - I5 mg/amp (90 - 150 %) 9.8 mg/amp.

- OUR AP0 adenosur | 9- 15 m&lavn (90 - 150 %) (98 %)
mpugocham mpuzidpamy 9,8 me/omu
’ (98 %)
-cocarboxylase 45 - 75 mg/amp (90 - 150 %) 50.70 mg/amp.
- KoKapboxcwnaza 45 - 75 m2lamn (90 - 150 95) (101.4 %)
s WSS BT 30.70 ma/apmn
(101,4 %)
-nicotinamide 18 - 25 mg/amp (90 - 125 %) 19.80 mg/anp.
- HiKomupamidy 18- gma/mwnz (90 - 125.%) (99 %)
A e 19.80 mz/amn
~cyanocobalamin 0.45 -0, 8 mg,/amp (90 160 %) 0.521 mg/amp.
- ylanoxobanaminy 0, 45.- 0 §Jua/czgun (99 160 ‘/” ) (104.2 %)
£ Ve, 3 | 0.521 melanmn
4. w N 104,2 %)
-methyl parahydroxybenmatﬁ 0._5'4-:— 0.66 mg{;{m;; (90~ 110 %) . 0.621 mg/famp.
- Memunﬂapaezapaxﬂuﬁemaamy 0,54.-.0,66 mefamn (90~ 110:%,). . . ... . ... 1(103.5 %)
| 0.621 me/amn
(103,5 %)
~propyl parahydroxybenzoate | 0. 135 0 165 mg/amp (90 - 120 %) 0.143 mg/amp.
- npanmnapaezdpaxcuﬁeﬂauczﬁi‘ 5' 135 0,165 mefmm (90 - 120 %) (55.3 %)
s | | 0,143 me/amn
. o (95,3 %)
-glycine ) 85 -;%.I;.J;,s_mgxamp: (85-115 %) 101.4 mg/amp.
- 2niyun 85 - 115 melamn (85 - 115 %) (101.4 %)
e L e 014 watwan
: : (1014 %)
Uniformity of ﬁosage units . Must conform iﬁ Eur. Ph. 2.9.40. 1 Conforms
Oonopidnicmp aGSOBHHIm: HOEHHHG manoazf}amu e'wag% Ph, Eﬂr 2 9.40 Bidnosidae
oo UYL - - . - - : : y

Solvent for lyophilisate :
Posuunriux onz nioginiza:

Batch no.:
Ne cepit:
Manufacture date:

- Hama supobruymea:

Expiry date:
Tepmin hpudammuocmi:

solvent for COCARNIT — lidocaine hydrochloride, 8.5% solution 2 ml, in am-

poule, 3 ampoules of solvent in a contour tray;

Pasqum:m onss ROKAPHITY - 0.5 % 6 posuun JHEOR'AIHV IITPOXNOPHITY, no 2
M8 wnym 3 amny.:m POSHURHUKA :coumypnm YAPYHKOGIU ynaroei;

220698

12.2022

12.2026

Hloxasruru axgcmi Hopuyeanns = Pesynvmam
Appearance Colourless liquid in brown glass ampoule. Conforms.
Onuc LIposopuu Gezbaperuil posyur 6 amnyni 3i Bionosidae

KOTLOPY

CRIE KOPUYHEBO20
m
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector

___dToxasnuxu akocmi Hopmyesarns Pesynsmamn:
Tdentification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms
Idenmupixayin hydrochloride standard Bidnosidae

1Y —~ gnexmp ompumario2o saiiuky nosunen cnienadamy 2 14
i | | — crexmpom cinaudapmy sidokainy 2i0poxnopudy
Volume > 2 ml] T 2.09 ml/ma
06 'em, w0 eumMAZAEMbCA >2 M
pH “ from 5.0 to 7.0 6.84
Bio 5.0 00 7.0 .
Sterility Solution should be sterile Conforms
- Cimepunoricme Pozwur ons in'exyil ROGUHEH Oyniu CIEPURbHUM Bidnoegioae
Clarity of solution Solution should-be clear Conforms
IIposopicmy Posuun Ona in’exyiil nogunen ymu npaa'opzm Bionosidae
Particulate matter The solution is essentially free from particles of foreign matter | Conforms
Mexaniuni §KHOYEHHA | that can be observed on visual inspection. Bidnosioae
| Posuyn ona in'exyill  nosuwen Oymu - nOSHICMIO  GinbHUM

sxau}mcopa)m.cx wacmor, aKi MOdACYIMD 6ymu BUSGHEHT 6
BPOYCCE BIZYAILHO20 02ARDY.

.....

Bacterial endotoxins /< 1.1.EU/mg lidocaing hydrochloride 5 <1.1 EU/mg /
Baxmepiansni endoroxcuny /| < 11 EO/mz mﬁamuy ardpomopuay o | BO/me
Assay :
-« lidocaine hydrochlnrlﬁe 1502 mg/ml Ima/ma
Kinsxicue SUTHAUENHA : |
- Jzzamcm;gz ezdpox;mpzfay L
Assay iRy e - PR
2, 6-dimethylaniline ] m weelal Bl b oo B 00 ['Notdetected
inoricHe susnauenns | ¢ | il o i B AR B T B Bt
el 2 400ppm I O O He gussneno

-2,6- c)umemunanmmy

....................

factured (packagmgflabellmg mcluded) under the quahty control on the abovemennﬂned manufacturing site in
full conformity with.the GMP requirements, established by the regulatery agency of Egypt as well as with the
specification and control methods of the analytm-nurmatxve documcntatwn, registered in Ukraine. The protocols
of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum s 3aceiduyio, Ufo NEpepaxoeana utye mgbopmaqm e Qdocmoeipnoro | mounoio. Ln cepis npodyxyii Oyna
BUZOHMOBNENT (BRAIOUMO U HﬂfgfﬁaHHﬂ / MAPKYSAHHR) 3 NPOGEOCHHAM KORMPOMO AKOCHE HA GUWEEKAIANTT GUDOBHUYIT
Oinbruyi € nosnitt sidnogionocini. 3 eumozamu GMP, eécmanosnerumuy DEEYIAMOPHUM OP2aHOM Czummy, a maxooe v
sionosionocmi si cneyuirayieno | memodamu xonmpono axoemi (M), sapeecmposanumu 6 Vrpaini. Mpomoxonu
GUPOBHLYMEQ, YNAKOGRY MA QHANI3IE 6yﬂu nepeammym: ma scmanoeneno ionogionicms GMP.

Suraame and position of person, approving
batch release to market

Hpissune ma nocada / s6qnus ocobu,

AKa 8HOQARD 0036 Ha GURYCK Cepilf

Signature and date, stamp .-f':?ﬂ PRAEG
i zc)nuc MG OQId RIONUCAHHA, net:amka’ / mmwwn

+ 3 L a f Ra _ of Ramadan City 4
Tel.:(+2 0156) 361663 Fax ; (+2 015) 364377 Cairo Fax A 0.4
E-mail » eipico@eipico.com.eq WEB SITE : waw,




