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AEPIKABHA CJIYIKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y M. KUEBI

syn. bepesuskischka, 29, Kuis, 02098, Ten. {044) 295-26-85 ren. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK

Npo SIKiCTh BBE3eHOT0 B YKRpainy nikapehkoro 3ac00y

28.06.2023 Na 32793/23/2611

KOKAPHIT
(HahmenyBarng nikapehkoro sucody 3riano 3 pecerpatifnmm TOCBITHEHEAM )
miogimisaT At posumuuy aas in'euiig 3 ammnyom 3 modinizaTonm y koMnaerti 3 3 amoynamu
posumannka (0,5% poruns aijgorainy riapoxaopuay) o 2 ma y KOHTYPHIH 4ApYHKOBii
YNAKOBUI; 110 1 KouTypHiil wapynxosiii ynakosui 5 Kaprouniit kopodui
(fpopsa BIItyCKY, A03YBAHIA, BHIL IAKYBAHHA JKAPCRKOTO 3acofy)

Homep pecerpauiiinoro nocsiguenns UA/8392/01/01 crpos aii peecTpALiHOrD nocsitenin HeOBMEWeH Wil
Cepist nikapenkoro sacoy Ne 2211336/220698  Kinsxicrs saesenoro AiKapeskoro sacody 31429

Bupoduik E.LILLKo,, €Ernner
' (iaisieny Bty BHPOGIHIRG HRAPCLEORO JACe0Y. RPATHA (10N, LECH 1)

Baeseno s Ykpainy ‘Tosapuerso 3 obmemenow sinnosizaasuictio "BJAYC ®A PMA",
imenT, koa: 43821180
(HARMEHYBANHA T K0 30 CPHOY WPHAHMHOT 0COTH aBo npizsuule, IMH, 10 BATLROBI Qriznanol
Gcobi - nianpuesua, i Micle npoKHaang rg peceTpauliinmi novep abaikobol kKapTRE NiaTimKa

AOTATRIB 400 CEpin T HOMEP nacnopTh)

[iporokon Bisyanbuoro xowrpoo sin 28,06.2023 N 1779/8.

3a  pesynbTaTamu  AepKaBHOrQ KOHTPOMIO  BCTAHOBACHO, wo  Jikapeskuit  3aci6  BeeseHo B Ykpaiuy 3

AOTPHMAHHSIM 8uMOr 32K0H04ABCTEE (OO 3alesnesenns skocT gkapesrix sacobia,
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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 N FM-LPM-02
Bupotineno: ELILIKo.
Miciiesnaxodocenns: Tene oé Pamadan Cimi, Ilepwa Iposmucnosa 3oua, BI, a/n 149 Tenc, E2uneni
Miyenzin: 00014/2014 Ne FM-LPM-0?2

CERTIFICATE OF ANALYSIS Ne 2211336

CEPTH®IKAT AKOCTI No 2211336

Produet name: COCARNIT

Haszea npodyxmy: 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

Hixapcexa gopma, mum ma- Aloginizam Oas posuuny ons in'cxuti; 3 ammyni-3 nioghinizamom y xomnaexmi 3 3
posmip ynaroerxu: | ammyneu. posirnuxa (0,5% Posiun xidokaiiy 2adpoxnopudy) no 2 mn y xonmypnii
. wapyukosiir ynaxosyi; no 1 kowmypnii YAPYHKOBHE YRakoeyi 6. KapmorNii xopobuyi

" pazom.s inempyriieio Ona MEOUNHOZ0 3aCTHOCY8aHis :

Dosage / pqiency:
Hosa/ cung Qit:

i

weianocobalamin 0.5 mg, disodium adenosine

W D?t‘:citffﬁzaruiny 0.5 Mz, dunampio

:

Registration certificate: -
Peecmpayitiie noceiduenrs:

Batch No
Nbcepii:

2211336

31794 packages .

DHKlze: 31 794 ynaxosox

Posmip cepii:

Date of manufacture:

Hama supobruymaa: ~12.2022
Expiry date: ﬁ 12.2025
Tepmin npudamnocni:
Tests/Toxasnurcu sigocmi _ Specification / Limits/Hopsysanns Resuls/Pesymoman
Appearance Pink colour lyophilisate for preparation of solution for injection in [ Conforms
Onug brown glass ampoule. Bidnosidas

Poorcesozo romvopy aiodhinizam dna HPUZOMYGaHHS POIUUHY Ona
i exyil g ammyni 3f CKAG KOPUYHEEO20 KONbODY

ldentification The retention time of the principal peal of Disodium Adenosine Tri-
Renmuddicayin phosphate Tribydrate, Cocarboxylase and Nicotinamide, in the chro- | Conforms
- dispdium adenosine matogram obtained with sample preparation is the same as that of the Bidnosioae

triphosphaﬁg tribydrate respective principal peaks in the chromatogram obtained with standard
Qs RiTh {gerHosun | preparation.

> Hac ympumpeanns ocnoenux RIS, ompumaniue na xpo GRRQM (X

Qdocridocyaanaze posuuny, nosuxni sidnosidamuy u Yephidtvean
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

- Kowapnir Ne2211336. 220698 Crpansiya_2.jog

Tests/Tlorasnuxy axocmi Specification / Limits/Hopmysanna Results/Pesynvmam
- KorapBoxkeunasa nicis  Hunampin AdeHo3uH mpugiocham mpuziopamy,
- nicotinamide Koxapboxewsasu,  Hikomunamidy wa xpomamozpamax  poswuny | Conforms
- HIRGMUH VY ROPIBHAHNA, Bidnogidae
- gyanocobalamin The solution has two peaks within 350 nm — 610 mmn: at 361 #m and
- ylanokoBanaminy between (550 £ 3.0) nm.
: Theratio of maximum absorbance at 361 nm to maximum absorbance
at (550 + 3.0) nin is 3.15-3.45.
Iipu docnidocenni ¢ dianazoni 350 wm-610 nm, posuun mae dea
Marcumyma noznunanng: npu 361 dm ma 6 obnacmi mioe 550+3,0 | Conforms
HM. Bidnogioa
Bidwoutenus abcopbyii e mokcumymi 361 wm 0o abcopbyii ¢
Maxcwwyw obracmi mic 550+3,0 um noeuw—:o 6ymu gio 3,15 oo
-raethyl parahydroxybenzoate : 3, 43 <
and propyl -parahydroxyben- .
zoate (parabens) A Retentmn time.of prmc:pal peaks of methyl. parahydroxybenzoata and
- Memmnapaafapoxcuﬁeusoam propyl pa.rahydroxybenzoate in-the.sample préparation chromatogram
ma is the same as that of the respective prmcxpa] peaks in the standard
nponirndpaziopoxcubensoamy | preparation ch:omatovram
Huc . ympumyGannus  ocHoGHux | nikia MA@ XpOMAmMOZDAMAX
/ c)or:mdamysanoao POIUUNY, ROGUHHI GIONORIQAMY HaCY YMPUMYGAHNA
nikig ; Memanapaziopoxcubensoamy ma
| Aponignapazidpoxcubenzoamy  na XPOMAMOZPEMAY  POIYHHY
£ nopremmwf
Average wexght of ampcule 205.01 ”mg + 10 % 194.9 mg
content 194,9 mz
Cepedun Maca amicmy aﬂmyfzu
Uniformity ¢ Of weight of am- 0% of average weight of ampoule
poule content s _ Conforms
Oduopidnicmy no. magi 8M icmy | When 20 ‘ampoules are welghed Sdmient of 1ot more than two am- Bidnosidae
amnpn - | poulés can deviate from thie dverage Weight by thore than & 10 Yand |7
. | none deviates’ more than £ 2¢ %, ;
5, % Oduapidmcmb wacy amcmy a.wnyﬁu & 0% eic) (:eper)ﬁbor Macu
L eMECHLy amnyn, . -
ITpu QGHJIQJGERHI amicmy. 20 amnya maca my;zcmy HE. 6m>we uine 2
A Moxce. er()xumzmm:}z 8i0 cepednbol macu Ginptis #isic ud +10%
ma mdca emicmyr UHCOOHOY AMHYAY, Fe ROBUHHG ezdxwwmucﬂ Ginvu
Hixe kg + 20%.
pH 3.0-45 3.75
Sterility Lyophilized powder must be sterile Conforms
Cmepunenicmp Hioghinisam nosuren Bymu cmepunbrum Bidnoaigae
Dissolution of powder <2 mir in 2ml of 0.5 % solution of lidocaine hydrochloride. 14 sec
Yac posyunenus <2zxa ¢ 2 Mn 0,7 % posyuny nidoxainy zidpoxaopudy, 14 cex..
Water determination (by K. <3 % 1.98 %
Fisher) 3%
Bumicm a6du (no K, Phuepy)
Clarity of solution Prepared solution is clear. Color of solution — red Conforms
Hposopicmy Biduoanenuii posvun nosusen Gymu wnposopum. Konlp poswwiy — | Bidnosidae
YepsoNuiL,
Particalate matter Absent in ampouie Absent
Mexauiuni exniovenns Bidgymui e amryni Bidcymni

~visible particles:
- euéuw Y ICHE

210 pm ~not more than 6000 particles in ampoule
225 yim —not more than 600 particles in ampoule
2 10 axcm: we Binvwe 6000 wacmox & amnyni

> 25 mpm: ne Binviue 600 wacmox g qurni

60 particles

60 vaemor/avn,
1 particles

I vacmor/amn,

Tel.i(+2 015) 361663 Fax : (+2 015) 364377 Cairo F

£-mail : eipico@eipico.com.eg WEB SITE ;

”<>

RV ‘*0"> oy
Digra -

1129 enth of Ramadan City 2
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

oduinuys

Hosunro aidnosidamu éu'viéo:earér' PR Err., 2.9.40

Tests/Tloxasnuxy skocmi. Specification / Limits/Hopiyacuni Resalts/Pezynomeam
Bacterial endotoxins <7.04 Ul/mg <7.04 Ulfmg
Barmepiansui endomoxcunu = 7,04 MO/mz <7.04 MOz
Assay
Kinwxicne suznavenns
~disodium adenosine
triphosphate trihydrate 9 - 15 mg/amp (90 - 150 %) 9.8 mgfamp.

- dunampin adenosun | 9- 15 m2avn (90 - 150 %) (98 %)
‘mpugocham mpuidpamy 9.8 malamn
, (98 %)
~cgearboxylase 45 - 75 mgfamp (90 - 150 %) 50.70 mg/amp.
- KoKapboxcwiaza 45 - 75 m2lamn (90 - 150 %) {101.4 %)
S 30.70 mefamn
(101,4 %)
-nicotinamide 18-25 mg/amp (90- 125 %) 19.80 mg/amp.
- RiKomunaQidy 8- 25 metaun (90 125.9%) (99 %)
¥ . 19.80 ma/amn
: ’ (99 %)
-gyanocobalamin 0.45,0. 8 mg/amp (90 160 %) 0.521 mg/amp.
- yianoxoBanaminy 0, 45- 0 §Juafa¢un (90 160% ) (104.2 %)
A N 0.52] pelaren
{" ) I T | 04,2 %)
-miethyl parahydroxybenzoate 0.5'4. = 0.66 mg/amp (90 - | 10 %) - 0.621 mg/amp.
- Memunnapaziopokcubenzoany. .| 0,54, -.0,66 mz/amn (90.- 11 O%) o o Guse st {1035 %)
o 0.621 mfamn
i O | . (103,5 %)
~propyl parghydrox'ybenzo_ate 0.135.- 0.165 mg/amp (90 - 120 %) 0.143 mg/amp.
- nponinnagazidpoxeubensoqiy | 0,135~ 0, 165:me/man (90 - 120 %) (95.3 %)
— o " 0,143 me/aan
3 5 ) (95,3 %)
-glycine 85 -115 mg/amp (85 - 115 %) 101.4 mg/amp.
~ 2nfyun 83 - 15 matamn (85- 115 %) (101.4 %)
TR ‘ T07 £ morasan
N : (1014 %)
- Uniformity of dosage.units .| Muist conform to Eur. Ph. 2.9.40. ~Conforms
Odnopiduicms 6os-oecmux Bidnosidae

Solvent for lyophifisate :

Poguunnux ona rioginiza:

Batch no.;

N cepii:
Manufacture date:
Hama supoGruymesa:

Expiry date:
Tepmin hpudanmocmi:

poule, 3 ampoules of solvent in a contour tray;
Pos'{umewc ona ROKAPHITY - 0.5 % G pOSUUN JHZIOR’AIHY TIIPOXJTOPHITY, no 2
M g wwny.rzz 3 AMHYI POSHURHUKA KOWMYPHItt uapyrKostii ynaxoeyi;

220698

12,2022

12.2026

solvent for COCARNIT - lidocaine hydrochloride, 0.5% solution 2 mi, in am-

Hoxasnuxu axocmi Hopuyeanns Pezynvemam
Appeararicé Colourless liquid in brown glass ampoule. Conforms
Onue  Hposépuiu Gezbapemuii poswun ¢ amnyni 3i cxna xopuunedozo | Bidnosidas
KOILOpy ﬁ;q&
/s G PARY, 2,
Administration, Factories & Export Sector: 10 of Ramadan Clty indus (arzo-e B1P (Box 1’49?{ th of Ramadar: City 3
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector
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Hoxasruxu axocmi Hopmyesarra __Pespnemam
Tdentification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms
Idenmudgbireayin hydrochloride standard Bidnosidae

19 — cnexmp ompumanoz0 3aniiuky nosunen crnisnadamu 5 149
— CHERMPOM cinandapmy aidokainy 2idpoxropudy
Volime >2ml, 2.09 mlin
06 ‘em, wo eumszacmuvea =21
pH “ from 5.0 t0 7.0 6.84
Bid 5.0 60 7,0 _
Sterility Solution should be sterile Conforms
Crepunonicnio Pozvunr ona in'exyiid nosunen Gynmu cmepinsium Bidnosidac
Clarity of sofution Solution should-be clear Conforms
Hpozopicms Posguun ona in’exyiti nosunen Gymu nposopud Bidnosidae
Particulate matter The solution is essentially free from particles of foreign matter | Confortns
Mexaniuni exiiouenns that can be observed on visual inspection. Bidnoesioae
Poguyn  onn  in'exyitl - nosunen Oymu - ROGHICHI)  GLILHUM
Siowygicopionux  wacwmox, Axi mModcyme Bymu  eusigreni 8
npoYect gizyanvliozo 02dy.
Bacterial endotoxiry .= 1.1.BU/mg lidocaine hydrochloride - <1.1 EU/mg /
Baxmepiansiti enéomaxcuxu A <11 EOMe Juae;camy zidpoxnopudy EOMe
Assay ’ 18
- Hdocaine hydrochlonde i A mg 5 25 mg/ml 1502 mg/ml e/
Kinoricne swnauemw -
- pidorainy ezdpoxﬂopztay
Assay
;{2 ﬁwdlmethylamhne ‘Not detected
inuKicHe ausHanenHs ‘ ;
- 2,6 - Otmermunanininy He sussneno

I do hereby certify that the abovementioned data are trastworthy and accurate. This product batch is manu-
factured (packagmg/lai)ellmg included) under the quallty control on the abovementioned manufacturing 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 documentanon, registered in Ukraine. The protocols

of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum 5 3aceiduylo, ufo nepepaxogana euye mnjaopmaquz e docmosipnole | mounoxs. In cepis npodyxyii Gynu
BUZOMOSNENA (SKRIOUAIONY RAKYBONHA | MAPKYEGHHR) 3 NPOSEOEHNAN KORMPOMO AKOCHI HA sUwesKasanili supobuunil
Qinsruyl & noeuiti sidnosidnocmi 3 eunozamu GMP, ecmanosnernm DeZYIRIMOPHUM OP2aHOM CUNMY, & MAKoXC Y
si0nosionocmi si cneyugbixayico i memodaru xowmpono axvemi (MKA), sapeecmposanwnu 6 YVipaini. Hpomoxonu
SUPODHUYMBQ, YHAKOGRU M AHANIIIE Bzt nepeaMHym: ma gemanoeneso sidnogionicms GMP.

Surname and position of person, approving

batch release to market

Hpissuwye ma nocada / séauns ocobu,
Aka sudana 003N Ha BURYEK Cepi

S:gnatura and date, stamp

Tel.:(+2 015):361663 Fax : (+2 015) 364377 Cairo Fax

E-mail : eipico@eiplco.com.eg WEB SITE : www,

OIUH a‘.%ka

of Ramadan City 4
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AEPKABHA CJHIYXKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI
Bya. bepesuskiscnka. 29, Kui, 02098. rea. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dis.kyivi@dls.pov.ua. Koa € APTIOY 37079055

BUCHOBOK
Npo AKICTL BBE3EHOro B YKpaiuy Jikapchkoro 3acoly

28.06.2023 , ' Ne 32796/23/2611

KOKAPHIT

{HalMeyBaHER JIKaPCLKOro 3aco0y SUL1H0 3 PeCCTPRAILAHAM HOCBIAMEHHIM)
JgioginizaT aas pozunny Aas in'ekuiliy 3 amnyan 2 aiodigizaTom y komiiexTi 3 3 amuyaamu
posunmnnuxa (0,5% posuun aizoxainy riapoxaopnay) no 2 ma y KOHTYPHiil yapyHkosii
ynakosui; 1o 1 kouTypill wapyHkosiil ynakesili B kaprouuiil kopodni

{hOpM BUMYCKY. JO3YBRHHS. B NEKYBAHHR JIKAPELKOLO 3ac00Y )
Howep peecrpaniiinoro nocsiauenns UA/8392/01/01 crpox aif peeetpauiitnoro nocsiauekus HCOOMEXKeN Uit
Cepin sikapebkoro sacoby Ne 2211337/220698  Kinskicrs maesenoro iikapeskoro sacody 32229

Bupobunk E.LILLKo., Cruner

(HARMENYBAHHA BUPOOHIKE JiKAPCLKOrO 3aC00Y, KPATHA HOXOAKCHHN)

Baeseno B Ykpainy TosapucTBo 3 odMexenow sinnosinansuicrio "BJIYC GAPMA",
inent. won: 43821180

(HatiMerysanna 1a ko sa CAPHOY opuananot ocobr abo npizsuute. is's, no Garekon Gitiiiot
acobn = nianpuemud, 1 MiCUC NPOAHBANAY Ta peccTpauiBini Homep 08iKoBOT KAPTKU NITTHIKA
noaatkir abo cepis Ta HOMEP NaACHOPTa)

Iporokon Bisyansiore kontposmo siz 28.06.2023 Ne 1779/9.

; IYALTATAMKY  JCAKABHOTO  KOHTPO BCTAMOBACHO, WO  JiKapcbKuit  3acid  sBe3eHo 8 Kpaimy 3
3a  pesyisTatamu  ICpKaBHO TPONO  BETANO t:] it sa Vxpaiuny

AOTPHUMAHHAM BUMOr 38KOHOAABCTBA L1020 320 NCUCHHA AKOCTI sikaPhKHX 3acobis,

Havasstink Mukosa XONOAEHKO

{nocasona ocofa Oprauy ACIMEABIOTO KONTROA K} {nianuc) Cininasm ra upissnie)
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Research, Development and Quality Sector

Manufactured by “E.I.P.1.Co.”

Location: Tenth of Ramadan City, First Industrial Zone BI, P.O. box: 149 Tenth, Egypt

License: 00014/2014 Ne FM-LPM-02
Bupodneno: E.1.11.1.Ko.

Micyesnaxodocenna: Tenc og Pamadan Cimi, Ilepuia Ilpomucaoea 3ona, Bl, a/a 149 Tenc, €zunem

Jiyensia: 00014/2014 Ne FM-LPM-02

CERTIFICATE OF ANALYSIS Ne 2211337

CEPTH®IKAT AKOCTI

Product name:
Haszea npodyxmy:

Pharmaceutical form,
package type and size:

Jixapcoxa gopma, mun ma
PO3MID ynaxosxu:

Dosage / potency:
Hoza / cuna oii:

Registration certificate:

Peccmpayitine noceiowenna:

Batch No
Ne cepii:

Batch size:
Pozmip cepii:

Date of manufacture:
Hama supobruymea:

Expiry date:
Tepmin npudamnocmi:

No 2211337

COCARNIT
KOKAPHIT

Lyophilisate for solution for injections; 3 ampoules with the lyophilisate in a set with 3
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

aloghinizam Ona pozuuny oan in'exyit; 3 amnynu 3 nioginizamom y xomnaexmi 3 3
avmnynamu posuunnuka (0,5% poszuun niookainy 2adpoxnopudy) no 2 My KoHmyprii
YQpYHKOGI ynakoeyi, no 1 KOHMypHiit wapynkoeiti ynakosyi 8 KApMOHHIU kopobyi
DA30M 3 THCMPYKYIEIO QN MEOUYHOZO 3GCMOCYBAHHSL

Nicotinamide 20 mg, cocarboxylase 50 mg, cianocobalamin 0.5 mg, disodium adenosine
trlphosphate trlhydrate 10 mg

nixomunamioy 20 me, xoxapboxcwiazu 50 mz, yianoxobanaminy 0,5 mz, dunampiio
aoenozuny mpugocamy mpuziopamy 10 mz

UA/8392/01/01
2211337

32 594 packages
32594 ynaxosok -

12.2022

12.2025

Tests/Tloxasnuxu sxocmi Specification / Limits/Hopmyeanns Results/Pesynsmam
Appearance Pink colour lyophilisate for preparation of solution for injection in | Conforms
Onuc brown glass ampoule. Bionosidae

Pooicesozo xonvopy nioginizam Ona npu2omyeawws po3duxy Ons

in'exyiii 6 amnyni 31 Ck1a KOPUYHEBO20 KONBODY
Identification The retention time of the principal peak of Disodium Adenosine Tri-
1denmugpixayin 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
- ounampiio adeno3un | preparation.
mpugocgham mpuzidpamy Hac ympumysanHa OCHOBHUX NIKIB, OMPUMAHUX HA xpcwamaapamax
- cocarboxylase 00Cni0oKCy8aH020 PO3NUHY, NOBURHI GIQnoGIdamu uacy ympymyeans
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Tests/IToxkaznuru axocmi Specification / Limits/Hopmysannusn Results/Pezynomam
- kokapboxcunasa nikie  [dunampiio adeno3un mpugocpam mpuziopamy,
- nicotinamide Koxapborcunazu, Hixomunamidy Ha xpomamozpamax poswury | Conforms
- HiKOmuHaMioy NOpIGHANHA. Bionogidae
- cyanocobalamin The solution has two peaks within 350 nm — 610 nm: at 361 um and
- yianokobanaminy 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.
IIpu Oocaidocenni 6 Oianasoni 350 nm-610 wm, poswun mae dea
Maxcumyma norunanka: npu 361 wm ma ¢ obaacmi mixe 550+3,0 | Conforms
HM. Bionosidae
Bionowenns abecopbyil & maxcumymi 361 nm Odo abeopbyii s
mMaxcumymi obnacmi misc 550+3,0 HMm nosurno 6ymu 6id 3,15 oo
-methyl parahydroxybenzoate | 3,45.
and propyl parahydroxyben-
zoate (parabens) Retention time of principal peaks of methyl parahydroxybenzoate and
- memunnapaziopoxcubensoam | propyl parahydroxybenzoate in the sample preparation chromatogram
ma is the same as that of the respective principal peaks in the standard
nponinnapaziopoxcubensoany preparation chromatogram.
Yac  ympumysanus  OCHOSHUX  niKi6 HA  XpoMamozpamax
Q0CRiONCY8AHO20 PO3YUHY, NOBUNHI BIONOBIGAMU HACY YMPUMYEAHHNA
nixie Memunnapaziopokcubenzoany ma
nponinhapaziopoxcubensoamy . HQ  XPOMAMOZPAMAX  POYUHY
NOPIBHANHA.
Average weight of am poule 1205.00mg+10% 198.2 mg
content (185.0 - 225.0 mg) 198,2 mz
Cepedus maca emicmy amnyny 205,00 me £ 10 %
(185,0- 2250 m2)
Uniformity of weight of am- Uniformity of content weight: + 10 % of average weight of ampoule
poule content content. Conforms
Oonopionicms no maci emicmy | When 20 ampoules are weighed, content of not more than two am- Bidnosgioae
AMAYAY poules can deviate from the average weight by more than+ 10 % and
none deviates more than + 20 %.
Qdnopidnicme macu emicmy amnynu: * 10% 8i0 cepeduvoi macu
emicmy awnynu.
Ipu 38axcysanni emicmy 20 amnyn maca emicmy we Sinvue Hidie 2
QMNYPR MODICE BIOXUNAMUCRA GIO cepedmboi macu binvw Hivne na £10%
ma maca amicmy HCOOHOI aMnyiU He NOBUHHA BIOXWIAMUCA binvul
Hi na x 20%.
pH 3.0-45 3.71
Sterility Lyophilized powder must be sterile Conforms
Cmepunsricmob Jioghinizam nogunen bymu cmepunvrum Bionogidac
Dissolution of powder <2 min in 2ml of 0.5 % solution of lidocaine hydrochloride. 15 sec
Yac posuunenus <2 x6. 8 2mn 0,5 % posuuny aidokainy 2idpoxnopudy. 15 cex..
Water determination (by K. 3% 1.32%
Fisher) 3%
Batiecm eodu (no K. Qiwepy)
Clarity of solution Prepared solution is clear. Color of solution ~ red Conforms
TIposopicme Bidnosnenuit pozuun nosunen 6ymu nposopum. Konip poswuwy — | Bidnosidac
4epeoHUL.
Particulate matter Absent in ampoule Absent
Mexaniuni exniovenns Bidcymni 6 amnyni Biocymni
-visible particles: 210 pm — not more than 6000 particles in ampoule 120 particles

- BUOUMI YacmKu
-sub visible particles:
- HEBUOUMI YaCmKU

225 um - not more than 600 particles in ampoule
> 10 mxm: ne binvue 6000 vacmox e amnyni

> 25 mxm. ne binowe 600 vacmox ¢ amnyai

oAl IZ o§§
K
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Tests/Tloxasnuxu axocmi Specification / Limits/Hopmysanus Results/Pe3yromam
Bacterial endotoxins <7.04 Ul/mg <7.04 Ul/mg
baxmepianeni endomorcunu < 7,04 MO/mz <7.04 MO/mz
Assay
Kinexicne eusnauenns
-disodium adenosine
triphosphate trihydrate 9 - 15 mg/amp (90 - 150 %) 11.2 mg/amp.
- ounampiio adenosun | 9 - 15 me/amn (90 - 150 %) (112%)
mpugocgham mpuziopamy 11,2 me/amn

(112 %)
-cocarboxylase 45 - 75 mg/amp (90 - 150 %) 49.4 mg/amp.
- koxapboxcuraza 45 - 75 m2/amn (90 - 150 %) (98.8 %)

49.4 me/amn

(98.8 %)
-nicotinamide 18 - 25 mg/amp (90 - 125 %) 19.6 mg/amp.
- HiKOmMUHaMIdy 18 - 25 m2/amn (90 - 123 %) (98 %)

19.6 me/amn

(98 %)
-cyanocobalamin 0.45 - 0.8 mg/amp (90 -.160 %) 0.528 mg/amp.
- yiaHokoBanaminy 0,45 - 0,8 mz/amn (90 - 160 %) (105.6 %)

; 0.528 me/amn

(105,6 %)
-methyl parahydroxybenzoate | 0.54 - 0.66 mg/amp (90 - 110 %) 0.591 mg/amp.
- memuanapaziopoxcubensoamy | 0,54 - 0,66 me/amn (90 - 110 %) (98.5 %)

0.591 me/amn

(98,5 %)
-propyl parahydroxybenzoate | 0.135 - 0.165 mg/amp (90 ~ 120 %) 0.139 mg/amp.

- nponiznapaziopoxcubensoamy | 0,135 - 0,165 melamn.(99.- 120 %) (92.6 %)
: =3 S 0,139 m2/amn
. \ (92,6 %)
-glycine 85 - 115 mg/amp (85 - 115 %) 101.4 mg/amp.
- 2niyun 85 - 115 melamn (85 - 115 %) (101.4 %)
101,4 me/amn
(101,4 %)
Uniformity of dosage units Must conform to Eur. Ph. 2.9.40. Conforms
O0Hopiduicme d0306anux Hosunno 8idnosidamu eumozam Ph. Eur., 2.9.40 Bionosioae

OOUHUYL

Solvent for lyophilisate :
Poswunnux ona niogpiniza:

Batch no.:
Mo cepii:

Manufacture date:
Lama supobruymea:

Expiry date:
Tepmin npudamnocmi:

solvent for COCARNIT - lidocaine hydrochloride, 0.5% solution 2 ml, in am-

poule, 3 ampoules of solvent in a contour tray;

Posvunnux ona KOKAPHITY — 0,5 % poswun JIJIOKAIHY T'JIJPOX/IOPHIY, no 2
ML 8 amnyni; 3 amnynu poZUUHHUKA KOHMYPHRIU YApYHKO8IY YRaKosyi;

220698

12.2022

12.2026

Hoxaznuxu arxocmi Hopmyeanna Pesynsmam
Appearance Colourless liquid in brown glass ampoule. Conforms
Onuc Bi&noeidae

IIpozopuii 6es3bapsnuil posuur ¢ amnyni 3i cxaa x 0
KONBODY JepBine 7,, *
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:ﬁu EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector
Ilokaznuxu axocmi Hopmysanns Pesynsmam
Identification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms
Ioenmugbixayia hydrochloride standard Bionogioae
149 — cnexmp ompumanozo sanuuky noguner cnignadamu 3 14
— CReXmpoM CIanoapmy Ri0okainy 2iopoxnopudy
Volume >2ml 2.09 mi/ma
06 'em, wpo sumszacmocs > 2 Mn
pH from 5.0to 7.0 6.84
Bio 5.0007,0
Sterility Solution should be sterile Conforms
Cmepunvricms Pozuun ons in’exyiii nosurnen bymu cmeputoHum Bionosioae
Clarity of solution Solution should be clear Conforms
Ipozopicme Pozuun Ons in 'exyiti nogurnen 6ymu npo3opum Bionogioac
Particulate matter The solution is essentially free from particles of foreign matter | Conforms
Mexaniuni sxmouenns that can be observed on visual inspection. Bionogidae
Poszuun . Ona  in'exyili -nosunen Oymu- noewicmio 8inbHum
GiouydicOpiOHuUx yYacmok, Aki moocyme OGymu eusncneui 8
HpoYeci 8i3yabHo20 0210Y.
Bacterial endotoxins < 1.1 EU/mg lidocaine hydrochloride <1.1 EU/mg/
baxkmepianoni endomoxcunu | < 1,1 EQ/mz nidokainy 2idpoxaopudy EQ/m2
Assay
- lidocaine hydrochloride 4.75 mg - 5.25 mg/ml 5.02 mg/ml /ma/mn
Kinvricrne euznavexus 4,75 m2 — 5,25 me/mn
- nidokainy 2idpoxnopudy ’ LA
Assay
-f2.,6-¢?imethylaniline Not detected
Kinvkicue susnauenns
- 2.5 - Sumenunalaii <400 ppm He eusgneno

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manu-
factured (packaging/labelling included) under the quality control on the abovementioned manufacturing 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 Ukraine. The protocols
of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum s 3aceiduyio, wo nepepaxosana éwye ingopmayis ¢ Oocmosiporo i mounoi. La cepis npodyxyii Gyaa
6U0MOBAEHA (BKMIOYAIONU NAKYEANHA / MAPKYEANHA) 3 NPOBEACHHAM KOUMPONIO AKOCMI HA 6UIeBKA3AHTTI 6UPOBHUNIT
Oinbnuyi 6 noswuit gionosionoemi 3 sumozamu GMP, ecmanogrenumu pezyramoprum opearom €zunmy, a maxouc y
eionogionocmi 3i cneyugixayicio | memodavmu koumpomo sxocmi (MKA), 3apeccmpoeanumu ¢ Yxpaini. llpomoxonu
supobuuYyMea, ynakoexu ma ananizie 6ynu nepe2asHymi ma 6cmanoeaeno 6ionosionicme GMP.

Surname and position of person, approving
batch release to market

Ipissuwye ma nocada / 38anns ocobu,

sAKxa udana 0036in na eunyck cepiv

Signature and date, stamp
ITionuc ma dama nidnucanns, nevamea / wmamn

SRy T

Administration, Factories & Export Sector : 10"of Ramadan City - Industrial Zong/BE AL
Tel.:{(+2 015) 361663 Fax : (+2 015) 364377 Cairo Fax No. {+2 f2F

P

E-mail : eipico@eipico.com.eg WEB SITE : www.eipico.d il
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AEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hapii Ceituunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK

PO AKicTL BBe3eHOrO B Ykpainy aikapcbkoro 3acoby

04.01.2024 Ne 423/24/26

KOKAPHIT

(naitmenypanns AiKAPCLKOro 3aco6y 3riaHo 3 PECCTPauifHMM MocBinueram )
JiodimizaT pas PO3“MHy /st in'exuii; 3 ammny.n 3 JiodinizaTom y kommerri 3 3
aMIy1amMu po3unHHIKa (0,5% PO3YHH JTinoKainy rizpoxsiopuay) mo 2 mu Y KOHTYpHiii
YAPYHKOBIH ynakosni; no 1 RONTYPHIH HapyHKkosil ynakosui g KAPTOHHIN Kopobui

(thopma sunycky, nosysarns, sun fakyBakHs J1ikapeLKoro sacoby)

Howmep peectpauiitnoro nocsigyenns UA/8392/01/01 crpox it peecTpauiittoro nocsinuents HeOGMeXEHK
Cepis nikapckoro 3aco6y Ne 2307094/230606  Kinsxicrs BBE3EHOr0 Nikapchkoro 3acoy 300

Bupo6ruk E.LT1.LKo., €rumer
(HaliMenyBanug BupoGHHKa Jikapchkoro 3acoly, Kpaina TIOXOKEHHS)
Baeseno s Vipainy ToBapucerso 3 o6mencernoro BiAnoBiganbHicTI0 "BJIYC DAPMA",
igenr. koa: 43821180

(natiMenynanns Ta on sa EAPIIOY topummuioi 0co6u ago npissuLIE, iM'S, M0 GaTbKOBI
hisnuiroi ocobu - ninnpremus, i Micue npoxusanus Ta peecTpauiiinii nomep o6aikonoi
KApTIH INaTHIKE noaaTkis a6o cepis Ta Hiomep nacropra)

[poTokon sisyanshoro konrponio siy 15.11.2023 N2 3566/10.

JlaGoparophuii ananis sxocri NiKapeLKoro 3acoby 3nilicHenmi:

JlaGoparopis dhapmaxoneiinoro anamisy JIIT "Vkpaiucekuit HaykoBHH (hapmaxoneiinmuit HEHTp
AKOCTI JIIKapChKHX 3ac06in" (m.Xapkis, By, AcTporomiyna, 33)

(HatiMenysanns a MiCLE3HAXOLKEHHY saboparopil, wo nposcna naboparopuuit ananis TKOCTI)
Buckosox wogo sixocri nikapeskoro 3acoby, Buaanwii naGopatopieio sin 03,01,2024 No 5/82323

Pesynurarn naboparopHoro auanisy sxocri nikaperkoro 3aco0y 3a 1epesipeHUMH HoKasHHKaMY BinmoBiNa0OTHL
BUMOraM METOAIB KOHTPOIIO AKOCT (ananituuno-nopmaruswol LoxymeHTauit).

4OTO  KOHTPOMO BCTAHOBJNEHO, IO nikapeeku#i  saci6 Bmeseno Yxpaiuy 3

QAABCTRA IMON0 3a0e3neueHNs TKOCTi n/iyfticmmx 3aco0ia.

£ e
r AP

©Migou XOTOZIEHKO

(Ivjeidivra npiseume)

of. -0 ”ffi
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES €O,
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 Ne FM-LPM-02
Bupoéneno: E.LI.1Ke.
Micyesnaxodocenns: Tenc os Pavadan Cimi, Iepwa Hposmucnosa 3omna, Bl, a/s 149 Tenc, Czunem
Miyenzia: 00014/2014 Ne FAM-LPM-02

CERTIFICATE OF ANALYSIS M 2307094

CEPTU®IKAT AKOCTY No 2307094

Product name: COCARNIT

Hassa npodyxmy: 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 earton box

Jixapcorka gopma, mun ma nioghinizam Ons POSHUIY Ons in'exyili; 3 amnynu 3 roinisamom y xomnnexmi 3 3

PO3MIP Yraxosru, amryiami posyunnuxa (0,5% posuun nidowxainy 2adpoxnopudy) no 2 mn y KOHIYpH it
YapyHKosill ynaxosyi; no | KOMWMYPHIT wopynkosit ynakosyi ¢ KAPMOHRIT KOpOGYI
Pasom 3 incmpyryicio Ona meduunozo 3ACHIOCYBAHHS

Dosage / potency: Nicotinamide 20 mg, cocarboxylase 50 mg, cianocobalamin 0.5 mg, disodium adenosine

Hoza / cuna oii- triphosphate trihydrate 10 mg
Hiromunamioy 20 me, Koxapborcunazy 50 me, yianoxodanaminy 0,5 me, Ounampino
adenozuny mpugocpamy mpuziopainy 10 sz

Regxstratl.ovn certlﬁf:ate: UA/8392/01/01
Pecempayiiine noceidvenns:

BatchNg 2307094
No cepi:
32 664 packages

Batch size: 32 664 ynarosow

Pozuip cepi:

Date of manufacture:

; 08.2023
Hama supobruymea;
Expiry date:
> . 08.2026
Tepmin npudamnocmi:

Tests/Toxasnuxu axocmi Specification / Limits/Hopmyeanns | Results/Pesynoman
Appearance Pink colour lyophilisate for preparation of solution for injection in | Conforms
Onuc brown glass ampoule. Bionogidae

Pooicesozo konsopy nrioghinizam Ons NPUZOMYBann  posvuny Ons

In exyitt 8 avnyni 3i crna KOPUYHEGOZO KORBODY
Identification The retention time of the principal peak of Disodium Adenosine Tri-
Loenmugpivayia phosphate Trihydrate, Cocarboxylase and Nicotinamide, in the chro- Conforms
- disodium adenosine matogram obtained with sample preparation is the same as that ofthe | Bionosioae
triphosphate trihydrate respective principal peaks in the chromatogram obtained with standard
- Qunampiio adenozun | preparation,
mpugocham mpuziopamy Hac ympumyeanus ocroauux nixie, ompumanux na XPOMQUNOSDAM N
- cocarboxylase docnidcveanozo POSHURY, nOguHHI GI0ROEIQamH-1aCy VIRPUMYBAH S

/»f"??\ paitg

: PN
4 j i b o
_ . 5 i jfx\ok@% /S? =% \
Administration, Factories & Export Sector : 10" Ramadan Cé?y}:»‘lﬁ JstrialZope 51RO, B : 148 Tenth of Ramadan City
Tel(+2 015) 361663 Fax : (+2 015) 364377 QajjorFax No! fz 4578
E-mail : eipico@eipico.com.eg WEB SITE wy T &
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

Tests/TTokasnury sxocmi

Specification / Limits/Hopmysanus

Results/Pesynomam

- roxapboxkcunasa nikie  Juuampio aoeHo3uH mpugocham mpuziopamy,
- nicotinamide Korapborxcunasu, Hixomunamioy wa Apomamoepamax  pozuuny | Conforms
= HIKOMUHaMiQy NOPIGHIHNHS. Bidnosidae
- cyanocobalamin The solution has two peaks within 350 nm - 610 nm: ar 361 um and
- yianokoGanaminy between (550 + 3.0) nmn.
The ratio of maximum absorbance at 361 nmn to maximum absorbance
at (550 +3.0) nmis 3.15-3.45.
Tpu docaidocenni 6 dianasoni 350 um-610 HM, pO3uUN Mae dga
MaKcuMyma noziunanns. npu 361 um ma ¢ obaacmi mine 5350+3,0 | Conforms
HAM. Bionosidac
Bidnowenns abcopoyii s maxcusyami 361 wm do  abeopbuii
marcumymi obracmi mine 350+3,0 um nocunno oymu i 3,15 oo
-methyl parahydroxybenzoate 3,45,
and propyl parahydroxyben-
zoate (parabens) Retention time of principal peaks of methyl parahydroxybenzoate and
- Memwingpaziopoxcubensoam | propyl parahydroxybenzoate in the sample preparation chromatogram
ma is the same as that of the respective principal peaks in the standard
nponirnapazidpoxcubenzoarmy preparation chromatogram.
HYac  ympumyeawns — ocuosnux  nixis  na XPOMAMODAMAX
Qocnidoicysaioeo posuny, nosunni sidnosidamuy 4ACY VIPUMYGANHS
hixig Memunnapeoziopokcubensoanty ma
nponianapazidporcubenzoamy  na XPOMUINOZPAMAY  pOSUUNY
) ROPIGHANHA.
Average weight of ampoule 205.00 mg + 10 % 1955 mg
content (185.0 - 225.0 mg) 1955 m2
Cepedns maca emicmy amnynu 205,00 m2 10 %
(183,0 - 225,0 mz)
Uniformity of weight of am- Uniformity of content weight: 10 % of average weight of ampoule
poule content content, Conforms
Qonopiowicmy no maci emicmy | When 20 ampoules are weighed, content of not more than two am- Bidnogioae
amnynu poules can deviate from the average weight by more than + 10 % and
none deviates more than + 20 %.
Odnopidnicms macu emicmy avinyau: = 10% 6id cepedmnvoi macu
emicmy amnynu.,
fIpu seaocyeanti smicmy 20 MY maca emicmy e Ginvute Hive 2
QMR MOsICE IOXUNAMUCA 610 cepeduboi macu Bitvut nie na +10%
ma maca 6Micmy JHCGOHOI amnynu ne nosunwa sidxunsmucs Ginvu
nigic Ha % 20%.
PH 3.0-4.5 3.68
Sterility Lyophilized powder must be sterile Conforms
Cmepunvuicme JHioginisam nosunen Gymuy CIeplEteHuM Bidnosidae
Dissolution of powder <2 min in 2ml 0f 0.5 % solution of lidocaine hydrochloride. 15 sec
Yac posvunenns <2x6.82m10,5 % poseuny Aidokainy 2idpoxnopudy. 15 cex.,
Water determination (by K. <3% 1.39%
Fisher) <3%
Buicm 600y (no K. Cruepy)
Clarity of solution Prepared solution s clear. Color of solution — red Conforms
Iposopicme Biowosnenuit poswur noeunen bymu mposopum. Konip pozvuny — | Bidnosidae
YEPEOHUH,
Particulate matter Absent in ampoule Absent
Mexauivni skmovenns Bidcymnui ¢ amnyni Bidcymui

-visible particles:

- QUOUMI HachIKu

-sub visible particles:
- HEGUOUMI yacmicy

210 um - not more than 6000 particles in ampoule
225 pm ~ not more than 600 particles in ampoule
2 10 mim: we Binvute 6000 vacmorn 6 amnyni

2 25 micn: me Ginvwe 600 vacmor 8 ammyai

120 particles

2 particles

120 vacmor/amn.,
2 vacmor/amn.

Administration, Factories & Export Sector : 10" n;s;d

o
h City

o

Tel.:(+2 015) 361663 Fax : (+2 015) 36497 L@ﬁiﬂﬁ@kﬂ%‘ﬂ(
g SITE plwivw.eipi
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Research, Development and Quality Sector

(Mt meirmy)

Tests/TToxazuurcu sixocmi Specification / 1. imits/Hopyyeanus Results/Pesyavmam
Bacterial endotoxins £7.04 U/mg <7.04 Ul/mg
baxmepianoui endomoxcuny < 7,04 MO/ <7.04 MO/niz
Assay
Kinvricne susnauenns
~disodiunt adenosine 11.4 mg/amp.
triphosphate trihydrate 9 - 15 mg/amp (90 - 150 %) (114 %)

- Qunampiio adenozun | 9 - 15 me/amn (90 - 150 %) 11,4 melamn
mpugocgam mpuzidpamy (114 %)
57.8 mg/amp.
~cocarboxylase 45 - 75 mg/amp (90 - 150 %) (115.6 %)
- Kokapbokcunasa 4573 melamn (90 - 150 %) 37,8 melamn
(115,6 %)
23.4 mg/amp.
-nicotinamide 18 - 25 mg/amp (90 - 125 %) (117 %)
= HikOmun amidy 18- 25 melamn (90 - 125 %) 23.4 me/amn
(117 %)
0.47 mg/amp.
-¢yanocobalamin 0.45 - 0.8 mg/amp (90 - 160 %) (94 %)
- yianorobaraminy 0,45 - 0,8 ma/ann (90 - 160 %) 0.47 melamn
(94 %)
0.61 mg/amp.
-methyl parahydroxybenzoate | 0.54 - 0.66 mg/amp (90 - 110 %) (101.6 %)
- Memunnapaziopoxcubenzoamy | 0,54 - 0,66 mz/amn (90-110%) 0.61 me/amn
(101,6 %)
0.139 mg/amp.
-propyl parahydroxybenzoate | 0.135 - 0.165 mg/amp (90 - 120 %) (92.6 %)
- nponinnapaziopokcubensoamy | 0,135 - 0,165 melamn (90 - 120 %) 0,139 me/amn
(92,6 %)
99.3 mg/amp.
~glycine 85 - 115 mg/amp (85 - 115 %) (99.3 %)
- eniyun 85~ 115 melamn (85- 115 %) 99,3 me/ann
(99,3 %)
Uniformity of dosage units Must conform to Eur. Ph. 2.9.40. Conforms
Ooropidniems dozosanix Hosunno gionoeioamu eumozan Ph, Eur, 2.9.40 Bionosidae
odunuye

Solvent for lyophilisate :
Posuunnux ons nioghiniza:

Batch no.:
Mo cepii:

Manufacture date:
Hama supobruypmea:

Expiry date:
Tepmin npudamuocmi:

solvent for COCARNIT - lidocaine hydrochloride, 0.5% solution 2 ml, in am-

poule, 3 ampoules of solvent in a contour tray;

Posuunnux onn KOKAPHITY - 0,5 % posuun JILOKAIHY I'IITPOXTOPHRY. no 2
MIL G amMnynl; 3 Ay POSUUHNUKA KOHM YPHITL YapyrKkosil ynakosyi;

2306606

08.2023

08.2027

Hoxazuuru arocmi Hopmysanua Pesynvmam
Appearance Colourless liquid in brown glass ampoule. Conforms
Onuc Hposopuii Gesbapenusi posyun o ammyni 3t ckna kopuunecozo | Bionosidae

KONbOPY

Tel.i(+2 015) 361663 Fax : (+2 015) §64377 5

Factories & Export Sector: 107 Ra fa;j’a,; ity - IFidUstrial Zane B

>

GelloRaENaTIBa 02141 74528
TE W\@ﬂ@ipiy?@rﬁ?d

o ‘3:)\/ [
> ‘*}_w/ /
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0. Box: 149 Tenth of Ramadan City 3
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector

| Horazuurcu axocmi | Hopmyeanns | Lesynvmam ‘7
Identification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms j
Loenmugpinayis hydrochloride standard Bionogidac

19 ~ cnexmp ompumanceo SQUUUIKY nOGuneH crignadami 3 1Y J
- CHEKmMpOm cmandapmy AiQoKaiHy 2i0poxnopudy
Volume >2ml 2.06 ml/nn ‘[
06 'em, wo eumszacmpes 22 mn
pH from 5.0 10 7.0 6.81 O
Bid 5.0 00 7,0 |
Sterility Solution should be sterile Conforms I
Cmepunsuicms Posuun onn inexyiii nosunen Eymu crmepunbiim Bionoeidae
Clarity of solation Solution should be clear Conforms 1
Hpozopicn Posuun Ons in’exyiii nogunen Oymu nposopum Bionosidae
Particulate matter The solution is essentially free from particles of foreign matter | Conforms
Mexaniuni exnovenns that can be observed on visual inspection. Bionogioae
Pozuyn dna in ‘exyili  nosunen Gymu  nosmicnio  ginvuum
siowyicopionux. wacmox, axi Mooy Gymu  euasieni @
npoyect gizyansrozo 0210, j
Bacterial endotoxins = 1.1 EU/mg lidocaine hydrochloride ‘ <1.1 EU/mg / 7
baxmepianoui endomoxcuny <11 EQMmez Kidoxainy 2I0poXNOPUSY | EOMz ]

Assay

- lidocaine hydrochloride | 4.75 mg - 5.25 mg/ml 4.93 mg/ml /mz/vn
Kinvricne susnavenns 4,75 m2 - 5,25 me/mn
- JHOOKQiHY 210poxaopudy

Assay |

- 2,6-dimethylaniline i Not detected

Kinvkicne susnauenus [
‘ A | <400 ppm He sussneno
-2,6- Qumemunanininy |

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manu-
factured (packaging/labelling included) under the quality control on the abovementioned manufacturing 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 Ukraine, The protocols
of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

LHum a 3ae8iduyio, 140 nepepaxosana uue ingopmayis ¢ QocHosipno | movno. L cepin npodyxyir byra
su2omosnena (8rmouaouy naxysanus / MAPKYBAnHA) 3 nposedennsy KOHMPONIO axocmi na suweskasanifi 8UPOGHUYIT]
Olmvruyi @ noewis 8ionosionocmi 3 eumozamy GMP, scmanosnenumy pegyramoprunt opzarom €zunmy, a marxoxc y
8ionogidnocmi 3i cneyudbinayicio i memodamy Kormpono sixocmi (MKS), sapeccmposanumy ¢ Vpaini, Hpomorony
SUPOBHUYMEa, Ynakosku ma ananisie 6ynu nepeananymi me scmanosneno gionoeionicme GMP.

Surname and position of person, approving
batch release to market

Ipizsiye ma nocada / 36amus ocobu, v
KA 6UOARa 0036iN Ha gunyck cepii e DO Section head
i

b I ]
i " w}h
PSR S () “."

4t
i

Signature and date, stamp

5 ; 5 “SSe o
Hionuc ma dama nionucanwa, nevan - o

4

)
/% /Box 1 148 Tenth of Ramadan City

F’j /
ax No, (+2.08) 4{1/9 528
T ,/ o i 2

iy

Administration, Factories & Export Sector : 1™ Barhad
Tel.(+2 015) 361663 Fax : (+2 015) 364307 G4l

<
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AEPKABHA CJIYKBA 3 JIKAPCHKHIX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHUKAMU y M. KHEBI

npos. Hanii Caitimnunot, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JPIIOV 37079055

BUCHOBOK

NPO SIKicTE BRe3eHoro B Yipainy JiKapcLKoro 3acoby

04.01.2024 Ne 424/24/26

KOKAPHIT

(HaltvenyBauns nikapeokoro 3aco6y 3rifHo 3 peecTpaniftHim T10CBIAYCHHAM)
aiodinizaT past posumuy s in'exuiit; 3 aMmnyam 3 moginizaTom Y KomiexTi 3 3
amnyaamMu posduunuka (0,5% posunn JigoKralHy riqpoxaopumy) no 2 ma Y KOHTYpHIHi
HAPYHKOBiK ynaxosui; no 1 KOHTYPHIH 4apyuKoBid ynakosui B KapTOHHINH Kopobui

((popma Bunycky, n03yBaHHS, BHI TIaKYBAHHS JIiKAPCHKOro 3aco0y)
Homep peectpautitnoro nocsimuenns UA/8392/01/01 CTPOK Al peecTpanittHoro nocsixuenns HEOGMeIKEHHI
Cepis nixapckoro sacoby Ne 2307095/230607  Kinsxicrs BBE3EHOTO Jlikapeskoro sacoby 300

Bupo6Huk E.LTL1Ko., €runer
(nalimenyBanus BUpOGHIKa TKBPCBKOro 3acoby, kpaina TIOXOJKEHHA)

Beesero B Vipainy ToBapuctso 3 o6mesxenoio BignoBinaNbHiCTIO "BJIYC ®APMA",
inenT. wox: 43821180
(HaliMenysanus ta xoa 3a CAPIIOY 10puanHOT 0co0K abo npissuie, iM's, N0 6aTbKOB]
iznuiiol 0cobu - nianpuemus, i micie fIDGKMBAHHA Ta peecrpauiinmi HoMep oBiikosoT
KapTikn nnathKka nojarkis abo cepis Ta Homep nacnopra)

Ipotoxon sisyansroro kontpome sin 15,11.2023 N 3566/11.
JlaGoparopruif ananis skocri nixapehkoro 3aco6y 3ailicHenni:

JlaGoparopis dapmakoneitnoro ananisy JTT "Vkpaincsxuii Haykosuit apmakoneinuit uentp
SIKOCTI JTIKAPCEKHX 3aC06in" (M. Xapxkis, By, Actporomiyna, 33)

(HaltMeHyBauHs Ta MicuesHaXOmKeHHS naboparopii, wo nposena naGoparopuuit ananis sxocri)

BucHosok moxno sxocri nikapeskoro 3aco0y, Bunanmi mabopatopiero six 03.01.2024 No 6/82423

Pesynsratu naGoparoproro aHautisy sxocti ikapeskoro 3aco0y 3a NepeBiPEHUMH OKA3IHHKAMU Biagnosizarors
BYMOTaM MeTOMiB KOHTPOJIEO SKOCTI (ananiTiaHo-HOpMaTHBHOT DOKyMeHTauil).

3a  pesynwraTamu ACPKABHOrO  KOHTPOMO  BCTAHOBAGHO, WIO nikapeukuii 3aci6 BBeseHo B Yxpainy 3

AOTPHMAHHSAM BuMOr 3aKOHOAABCTBA OO 3abesnedenns akocti nikapchkix 3acobis,
RS ,»"'

S
2 G BRCOBIS P :\

DA SRR B
‘3’.9\‘6»"} e S Y

»\'/-%

Muxona XOJIOOEHKO

(ininianu Ta npissnie)
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector

Manufactured by “E.LP.LCo.”
Location: Tenth of Ramadan City, First Industrial Zone B1, P.O. box: 149 Tenth, Egypt
License: 00014/2014 Ne FM-LPM-02
Bupobneno: BLILLKo.
Micyesnaxodocenis: Tenc o Pavadan Cimi, Tlepwa Mposucnosa 3ona, B, aln 149 Tenc, €zunem
JHiyensin: 00014/2014 Ne FM-LPM-02

CERTIFICATE OF ANALYSIS Ne 2307095

CEPTHOIKAT AKOCTI No 2307695

Product name: COCARNIT

Hasea npodyrmy: KOKAPHIT

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

1 contour tray together with a leaflet in a carton box

Jixapevra popma, munma  nioginisam dna posuuny Ona in'exyisy; 3 amnynu 3 mioginisamos y xommnexmi 3 3

POIMID YRarkogru: amnynastu_posuunnusa (0,5% posuun ridokainy 2adpoxaopudy) no 2 sa y koumypris
HAPYHKOGIT ynaKoeyi; no 1 wxonmypniti vapynicosiii ynaxoeyi @ KQpmMOHHITE KOpoOYI
DPASOM 3 THCIPYKYIEID ONSL MEOUUHO20 3ACTNOCYEUNISL

Dosage / potency: Nicotinamide 20 mg, cocarboxylase 50 mg, cianocobalamin 0.5 mg, disodium adenosine
Hosa / cuna dii: triphosphate trihydrate 10 mg
nixomunamioy 20 me, xoxkap&oxcunasu 50 me, yianoxobanaminy 0,5 me, dunampino
adernosury mpughocamy mpuzidpamy 10 me

Registration certificate:

.. o UA/8392/01/01
Peecmpayiiine noceiduenns:
HiitehiNo. 2307095
Ne cepii:

31 004 packages

Batch size: 31004 ynaxosox

Posmip cepii:

Date of manufacture:

Hama supobruymen: 1520623
Explry date: ) 08.2026
Tepmin npudamuocmi:
Tests/IIoxasnuru sxocmi Specification / Limits/Hopmysains Resuits/Pesynomam
Appearance Pink colour lyophilisate for preparation of solution for injection in | Conforms
Onuc brown glass ampoule. Bionovsidae

Pocesozo xomvopy arioginizam dnx npueomycanis Po3YUHY Ons
in 'ekyitt 8 aunyai Si crna KOPUYHeGD20 KOTLOPY

Identification The retention time of the principal peak of Disodium Adenosine Tri-
loenmughixayia phosphate Trihydrate, Cocarboxylase and Nicotinamide, in the chro- | Conforms

- disodium adenosine matogram obtained with sample preparation is the same as that of the. | Bidnosioe
triphosphate trihydrate respective principal peaks in the chromatogram obtained with standard

- Qunampiio adenosun | preparation,

mpugpocham mpuziopamy Yac ympusysanns ocHOGHUX RiKkis, OMPUMAHUX A XPOMATNOZPAMAX

- cocarboxylase Q0CAIONCY8aH020 pozuuIY, ROSUIHI GiONOCiOamn YAy YIRPUMVGAHNSL

st

| pOKYMERTIB
Mot =
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

Tests/Ioxasuuru sarocmi

Specification / Limits/Hopmysanns

Results/Pesynoman

- Koxapborcunasa nixie  Huwampiw adenozui  mpugbocham mpuziopamy,
-~ nicotinamide Koxapboxcunasu, Hikomunamioy Ha xpomamozpamax  posyuny | Conforms
~ HikomuHamMidy ROPIGHAHN. Bionoeidac
- cyanocobalamin ‘The solution has two peaks within 350 nm - 610 nm: at 361 am and
~ ylanoxobanaminy between (550 + 3.0) nm.
The ratio of maximum absorbance at 361 nm to maximum absorbance
at (550 + 3.0) nm is 3.15-3.43,
Hpu docidacenni ¢ Oianasoui 350 uw-Gl0 ny, poswun mae dea
marcumyma nozpunanna: npu 361 wm ma ¢ obracmi smixne 550-+3,0 | Conforms
HM. Bionosioae
Bionowenns abcopbyii ¢ maxcumymi 361 wm 00 abeopbyii s
rakcuMymi obracmi mise 550+3,0 sx nogunno ymu 6i0 3,15 do
-methyl parahydroxybenzoate | 3,45.
and propyl parahydroxyben-
zoate (parabens) Retention time of principal peaks of methy! parahydroxybenzoate and
- memrnapaziopoxenbenzoam | propyl parahydroxybenzoate in the sample preparation chromatogram
ma is the same as that of the respective principal peaks in the standard
nponinnapazidpoxcubenzoamy preparation chromatogram.
Hac - ympumyeaunst  OCHOGHUX  niKiE  HA  XPOMAMOPAMOX
Q0CHiONCY8aH020 POSUUNY, NOBUHHT GIONOGIdGmMY Yacy YMpUMysanys
nixie Jwemﬁmmpaaidpo;ccmﬁeHsaamy ma
Aponinapazioporcubensoamy  Ha4 - XPOMAMOZPAMAX  POIUUHY
ROPIGHANHA. )
Average weight of ampoule 205.00 mg+ 10 % 193.0 mg
content (185.0 - 225.0 mg) 193,0 m2
Cepednn maca emicmy annynu 205,00 me 10 %
(185,0 - 225,0 meg)
Uniformity of weight of am- Uniformity of content weight: + 10 % of average weight of ampoule
poule content - content. Conforms
Oouopiduicme no maci exicmy | When 20 ampoules are weighed, content of not more than two am- Bionosioae
amnyru poules can deviate from the average weight by more than + 10 % and
none deviates more than 20 %,
Oduopionicme macu emicmy amnynu: = 10% 610 cepeduvoi macu
emicnry aMnyit,
Lpu 3eancysanni emicmy 20 asnyn maca saicmy we Ginvuie wise 2
AMAYR MOOICe BIOXUNAINUCA 6I0 cepednsoi macy Binbw nine na =10%
ma maca emicmy JCoOH0l aMIYIN He nosunHa sidxuwiamucs Binsi
widie Ha = 20%.
pH 3.0~4.5 3.60
Sterility Lyophilized powder must be sterile Conforms
CmepunsHicmp Jioginizam noguuen Gymu crmepunvrin Bidnosidac
Dissolution of powder <2 minin 2ml of 0.5 % solution of lidocaine hydrochloride. 16 sec
Yac posuunenns <2x6.8 2 M1 0,5 % posuuny midoxainy 2idpoxnopioy. 16 cex..
Water determination (by K. <3 % 1.59 %
Fisher) 3%
Baticm sodu (no K. Piwepy)
Clarity of solution Prepared solution is clear. Color of solution — red Conforms
[posopicms Bionognenuii posqun nosunen Gymu nposopuv. Konip pozuuwy — | Bidnosidae
uepsoHu,
Particulate matter Absent in ampoule Absent
Mexauiuni exmovenns Bidcymnui ¢ amnyni Biocymni

-visible particles:

- gudumi yacmeuy
-sub visible particles:
- HEGUOUMI HACIHKU

210 pm — not more than 6000 particles in ampoule
223 pm - not more than 600 particles in ampoule
2 10 mien: we Ginvue 6000 vacmor ¢ amnyni

= 25 mrm: e Ginvie 600 vacmox ¢ amnyni

29 paiticles

1 particles

29 vacmor/amn.
1 ygemor/amn.

Administration, Factories & Export Sector :10"of Ramadan City - Industrial Zo

Tel.:(+2 015) 361663 Fax : (+2 015) 364377 Cairo Fax No.
E-mail : eipico@eipico.com.eg WEB SITE : www.el
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.

Research, Development and Quality Sector

Tests/IToxasrHuru Arocmi Specification / Limits/Hopmyeanns Results/Pesynvmam
Bacterial endotoxins <7.04 Ul/mg <7.04 Ul/mg
baxmepiansni endomorcunu 27,04 MO/mz <7.04 MO/mz
Assay
Kinsxicne eusnauenus
-disodium adenosine 9.1 mg/anip.
triphosphate trihydrate 9« 15 mg/amp (90 - 150 %) 91 %)

- ounanipiro adenosun | 9 - 15 mz/amn (90 - 150 %) 9,1 melomn
mpugocam mpuziopamy 91 %)
47.9 mg/amp.
-cocarboxylase 45 - 75 mg/amp (90 - 150 %) (95.8 %)
- KoxapBorcunaza 45 - 75 melean (90 - 150 %) 47,9 me/amn
(95,8 %)
18.7 mg/amp.
-picotinamide 18 - 25 mg/amp (90 - 125 %) (93.5 %)
~ HIROMUHAMIOY 18 - 25 me/anan (90 - 125 %) 18,7 melann
‘ (93,5 %)
0.46 mg/amp.
-cyanocobalamin 0.45 - 0.8 mg/amp (90 - 160 %) (92.0 %)
- yianoxoGaiaminy 0,45 - 0,8 sma/ann (90 - 160 %) 0.46 sz/amn
(92,0 %)
; 0.59 mg/amp.
-methyl parahydroxybenzoate | 0.54 - 0.66 mg/amp (90 - 110 %) (98.3 %)

- Memwinapazidpoxcubensoamy

0,54~ 0,66 me/amn (90 - 110°%)

0.59 sme/amn

(98,3 %)
0.135 mg/amp.
-propyl parahydroxybenzoate | 0.135 - 0.165 mg/amp (90 - 120 %) (90 %)
- nponianapazidpoxcubensoamy | 0,135 - 0,165 mz/amn (90 - 120 %) 0,135 m/amn
‘ (90 %)
92.0 mg/amp.
-glycine 85 - 115 mg/amp (85 - 115 %) (92.0 %)
- aniyun 85 - 115 melasmn (85 - 115 %) 92,0 mz/amn
v ' (92,0%)
Uniformity of dosage units Must conform to Eur. Ph. 2.9.40. Conforms
O0nopidnicmy dozosariux [losunio gionosioamu gumozant Ph. Eur., 2.9.40 Bignoeeioae

oOuHUs

Solvent for Iyophilisate :
Posyunnur dns mioghiniza:

Batch no,:
Ne-cepii:

Manufacture date:
Lama supobruymea.

Expiry date:
Tepmin npudamuocmi:

solvent for COCARNIT - lidocaine hydrochioride, 0.5% solution 2 mi, in am-

poule, 3 ampoules of solvent in 2 contour tray;

Pozuunnur ons KOKAPHITY — 0,5 % poswun JIIJOKAIHY FITPOXJIOPHIY, no 2
M-8 GMAIYRE; 3 GMIyAu POSYUHNURG KOHIMYPHIY “APYHROGIT YRAKosYl,

230607

08.2023

08.2027

Hoxagznuxu axocmi Hopmyeanus Pezynomam
Appearance Colourless liquid in brown glass ampoule. Conforms
Onuc Hposopuii 6esdaparutl posuun ¢ amuyni 3i craa kopuuneco2o | Bionogidae

KOAbODY

-
Administration, Factories & Export Sector 1 10"of Ramadan City - Industrial Zone B PO,,B% 149 Tenth of Ramadan City 2

Tel.

:((+2015) 361683 Fax: {+2 015) 364377 Cairo Fax No. {
E~mail : eipico@eipico.com.eg WEB SITE : www.eipi
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Research, Development and Quality Sector

o

EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO. L=

]
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GID

Horaznuru arcocmi Hopmysanua Pezyavmant
Identification Spectrum of residue conforms to [R-spectrum of lidocaine | Conforms
Doenmugirayis hydrochloride standard Bidnoasidae

1Y — cnexmp ompumanozo sanuury noguien chisnadamu 3 19
— CHEKMPOM Canoapimy JOoKRaiHy 2i0poxnopudy
Volume >2m] 2.07 ml/mn
06 'eM, 140 BUMA2ACHILCS >2.Ma
pH from 5.0 to 7.0 6.81
Bio 5.00070
Sterility Solution should be sterile Conforms
Cmepunsiicme Posyur Ons in’exyiti nogunen Gymuy cmepunvrym Bionosioae
Clarity of solution Solution should be clear Conforms
Iposopicme Posuun Ons in 'exyits nogunen Gymu npozopu Bionogidae
Particulate matter The solution is essentially free from particles of foreign matter | Conforms
Mexaniuni sicnioenns that can be observed on visual inspection. Bionosidae
Posuun Onst iM'exyfiti wnosuHer Oymu  MOBHICHIO  GiNbHUM
8IOuYoICOPIOHUX  uacmor, skl MOJCYmbe  Oymu  suasneHi 8
npoyeci Bi3yaNbHo20 02150Y.
Bacterial endotoxins < 1.1 EU/mg lidocaine hydrochloride <{.1 EU/mg /
barxmepianvui endomoreuny | < 1,1 EO/me nidoxainy 2i0poxaopudy EO/me
Assay
- lidocaine hydrochloride 4.75 mg - 5.25 mg/mi 4.99 mg/ml /me/ai

Kineicue gusnawenms
~ NIOOKAIHY 2idpoxiopudy

4,75 m2 — 5,23 ma/mn

Assay

- 2,6-dimethylaniline
Kinvicne susnauenms
- 2,6 -~ Qumemunanininy

<400 ppm

Not detected
He gusigneno

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manu-
factured (packaging/labelling included) under the quality control on the abovementioned manufacturing 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 Ukraine. The protocols

of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum s 3aceiduyio, wo nepepaxosana suye ingopmayis ¢ docmosipror i mounoio. Lja cepis npodyryii 6yna
BUEOMOBNEHA (BRIIOUAIOYI NARYSAHKS | MUPKYSAHHS) 3 NPOGLOCHHAM KOHMPORIO AKOCII HA GUesKkasawitl cupobuudiil
OinvHuyi 8 noeuitl eionosionoemi 3 eumozamy GMP, gcmanoenenumy pe2yismopHum opearom €zunmy, a@ maxosc y
sionosionocmi 3i cneyughikayielo i memodamu xonmpomo sxocmi (MKA), sapeecmposanumu 6 Yipaiuj. Ipomoronu
eupobHuymea, Ynarosku ma aHanizie Gyny nepeeﬂﬂyymz ma emaHoeneno gionogidnicie GMP,

Surname and position of person, approving

batch release to market

Ipissuye ma nocada / 3sanns. ocobu,
sKka GUGAna -0038in HA GURYCK cepii

Signature and date, stamp
Ilionuc ma dama nidnucannsy

Administration, Factories & Export Sector :10"st Ramadan City - Industrial Zone B1 p}ag
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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 Na FM-LPM-02
Bupoéreno: E.1ILLKo.
Micyesnaxodacennn: Tenc oe Pamadan Cimi, Hepuwa Hpomuciosa 3ona, Bl, a/s 14 9 Tene, E2unem
Jiyensin: 00014/2014 Ne FA-LPN-02

CERTIFICATE OF ANALYSIS Ne 2307096

CEPTHDIKAT AKOCTI No 2307096

Prodact name: COCARNIT

Hesaa npodykiny: 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 kydrochloride),2 mi in contour tray;

1 contour tray together with a leaflet in a carion box

Hixapevxa opma, mup ma  roginizam Oan posuuny Ons in'exyit; 3 aMuyau 3 AIOQIABAMOM Y KOMAAEKMT 3 3

PO3MID YRAKOSKH! amnynamu pozsunnuxa (0,5% posuun aidokainy 2adpoxaopudy) no 2w ¥ koumypHii
wapyHKosiil ynaxosyi; no 1 rowmypuii uapyHxosii ynarogyl 6 Kapmoukii kopotul
Pa30M 3 IHCIPYRYIEI0 ORR MEDUHHO20 3ACMOCTYSANI

Dosage / potency: Nicotinamide 20 mg, cocarboxylase 50 mg, cianocobatamin 0.3 mg, disedium adenosine

Hoza / cuna dii: triphosphate trihydrate 10 mg
Hikomumamioy 20 mz, xoxapboxcurasu 30 mz, yianoxobanaminy 0.3 me Qunampin
adenosuny mpupocgamy mpuzidpamy 10 Mz

Registration certificate:

vo %) UA/B392/01/01
Pecempayiting noceiONenns: _
St 2307096
Ne cepii:
30 524 packages

Batch size:

Posmip cepil: 3 524 ynaxosox

Date of manufacture:

< 08.2023
Lama supotniymesa:
Expiry date:’
] ; 08.2026
Tepain npudammuocmi;

Tests/HToxvasuuru axocmi Specification / Limits/Hopmysanns Results/Pesyaninan |
Appearance Pink colour Jyophilisate for preparation of solution for injection in | Conforms '
Onuc brown glass ampoute. Bidnosituc

Pomcesozo konwopy nioginizam Ona npuzomyeanns posiuxy ORa

iM 'exyiil ¢ aMmil 31 CRAG KOPULHEED20 KOTLOPY
Identification The retention timie of the principal peak of Disodium Adenosine Tri- !
Ioenmuchivayin phosphate Trihydrate, Cocarboxylase and Nicctinamids, in the chro- Conforms
- disodium adenosine matogram obtained with sample preparation is the same as that of the | Bidnogioac
triphosphate trihydrate respactive principal peaks in the chromatogram obtained with standard
= durampio aderosun | preparation. |
mpuhocham mpuziopamy Lgc ympuMysanss. OCHOGRUX NIKIS, QMPUMQNUX HO XPORamospomax
- cocarboxylase OOCHIGDICYBAHOZ0 POIYUHY, ROGUHNME af«)noei&amy@%ﬂiﬁawm !

3.
/5-;49/

/

Administration, Factories & Export Sector : 10"of Ramadan City - Indusifial Zghe B%
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Research, Development and Quality Sector

EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.  =—ne

Tests/TIoxaspuru axocmi Specification / Limits/Hopamyéarua Results/Pezynoimant
- xoxapBoxcura3d vinia | Iunamplo  adenogun  mpudocham  mpuzidpamy, ‘
- nicotinamide KoxapBorcunasu, Hixomunamidy wa XpomamozpaMar  posuuny Conforms :
- Hixomunamidy HOPIGHAHNA, Rionouidae ;
- cyanocobalamin The solution has two peaks within 350 nm — 610 nm: ar 361 1M and i
- yianowoBbanasiny petween (550 +3.0) nn. i
The ratio of maximum absorbance at 361 mmn to maximum absorbance \
at (550 + 3.0) nm is 3.15-3.43.
[Ipu Goenidoicenni ¢ dianuion! 350 wa-610 wa, povun mac 08u
MAKCUMYME NORUHAHHR! NPH 361 mar ma @ obunacmi mizc 530+3,0 Conforms

-methyl parahydroxybenzoate
and propyl parahydroxyben-
zoate (parabens)

- memusnapazidporcubensoam
ma
nponirmapaziopoxcubenzoamy

HAM.
Biouowennn abcopbyit & maxcuyiymi 361 um Qo abcopbyil e
marcusymi obnacmi mivie $5023,0 uam nosurno Hymy ¢id 3.15 do
3,45,

Retention time of principal peaks of methyl parahydroxybenzoate and

‘propy! parahydroxybenzoate in the sample preparation chromatogram
| is the same 25 that of the respective principal peaks in the standard

preparation chromatograin.,
Yac = ympumyGuHia  OCHOSNUX  WIKiG W@ XPOMGROZPAMAX
BoenidNCYEaHOZG POIHUHY, NOGUHIL gidRnEGIGaMmu HUCY VIIPUMPBGHNA

Bidnogidae

HiKiE memunnapaziépoxcubersoany ma

‘nponinnapazidpoxcubenzoqmy — HQ  XpOMAMOIPAMAX  POSHUHY !

HODIGHAHRA. i
Average weight of ampoule 20500 mg + 10% 1514 mg
content " {185.0.- 225.0 mg) [9F,4 me
Cepedna maca guicmy avmnyay | 205,00 mz £10 %

_ (183,0-225,0:2)
Uniformity of weight of am- | Uniformity of content weight; & 10 % of average weight of ampouie
poule content _content, Conforms
Odwopionicms no mael emicmy | When 20 ampoules are weighed, content of not more than two am- Bidnosidae
QAL poules can deviate from the average weight by more than + 10 % and
| none deviates more than + 20 %.

OdnopiOnicme mdcu gamicmy aunyau’ + 10% gid cepeOnbol macu

sMICHY aMuYIY.

[Tpu seasicyeanni emicmy 20 avryn maca sxicmy He Bineue nigic 2

AMAYIT MONHCE GIOXURAMUCE §i0 cepednpol macu Giavus wine na £10%

ma MUCa 6MICHY UCOOHOT QMAYAN HE ROGUHHA gitxwumucs Ginow

_ rise na x 20%.

pH ['3.0-4.5 3.63
Sterility Lyophilized powder must be sterile Conforms
CmeptineHicmo Jiodsiniaam nogurien Gymu cmepuitbHunM Bicnosgidae
Dissolution of powder <2 min in 2m} of 0.5 % solution of lidocaine hydrochloride. 13 sec
Hac posqinenna <2 xe. o 2an 0,5 % posyuny nidoxaliy 2idpoxnopudy. 15 cex..
Water determination (hy K. <3% 113 %
Fisher) <3 %
Buicm aodu (ro K. Oiuepy)
Clarity of solution Prepared solution is clear. Color of solution — red Cenforms
Hposopicms Bidnosnenuil posuun nosuner Gymu nposopuy. Koalp posuuny - Bignosidac

YEDEOHUEL
Particulate matter Absent in ampoute , Absent
Mexaniuni GKHOYEHIS Bidcymni g amiyii { Bigeymui
-visible particles: 210 ym — not more than 6000 particles in ampoule 148 particles
- GUOUMI HaCTKY 25 ym — not more than 600 particles in ampoule 4 partictes
-sub visible particles: > 10 sicu: ne Giavine 6000 wacmox & amnyai L 148 wacmor/ann,
- negudumi vacmsy > 25 arcm: we Binvure 600 vacinox @ ammyial ‘ 4 vacmor/asin,

Administration, Factories & Export Sector : 10”of Ramadan ?sg-;:, dusi&
Tel{+2 015) 361663 Fax : (+2 015) 36437 Cairg Fax 8. (+

]

3
E-mail - eipico@eipico.com.sg WERSITE J«l%g%‘?ﬁﬁn
\ 0

2

ox 149 Tenth of Ramadan City
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Research, Development and Quality Sector

Kokaphit Ne2307096_230607_Crpasuua_3.]pg
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Tests/Hoxasnury axocmi Specification / Limirs/Hoprmysanss Results/Pesyipman |
Bacterial endotoxins <7.04 Ulimg <7.04 Ul/mg
Beaemepicavni endomorcuty < 7,04 MO/mz <7.04 MO/ne
Assay
KinsRiche euanauenns
-disodium adenosine 9,1 mg/amp.
triphosphate trihydrate 9 - 15 mg/amp (90 - 150 %) (91 9%)

- durampic adewosun | § - 15 mzlomn (90- 150 %) Q.1 malawn
mpughocam mpuzidpamy 91 %)
54.1 mg/amp.
-cocarboxylase 45 - 75 mg/amp (90 - 150 %) {108.2 %)
- KORAPOOKCURA3A 45 - 75 mzfamn (90 - 130 %) 54,1 maiamn
{108,2 %)
20.7 mgfamp,
-nicotinamide 18 - 25 mg/amp (90 - 125 %) (103.5 %)
~ HiKomUHAMIOY 18 - 23 me/amn (90 - 125 36) 20.7 mefavn
(1035 %)
0.51 mgfamp.
-cyanocobalamin 0.45 - 0.8 mgfamp (90 - 16G %) (102.0 %)
- ylanoxobaraxiny 0,45 - 0,8 mafamn (90 - 160 26} 0.5 Luafavn
; ' F102.0 %)
0.64 mg/amp.
-methy] parahydroxybenzoate | 0.54 - 0.66 mg/amp (90 - 110 %) (106.5 %
- Memunnapazidporcubenzsoamy | 0,54 - 0,66 m2/aan (90 - 170 %) 0.64 maiann
{1006.6 96}
: 0.152 mg/amp.
-propy! parahydroxybenzoate | 0.135-0.165 mg/awmp (90 - 120 %) (101.3 %)
- nponirnapazidpoxcubensoamy | 0,135 - 0,165 malann (90 - 120 26) 0,132 maioun
: 1013 %
05.6 mgfamp.
-glycine 85 - 115 mgfamp (85 - 115 %) 95.6 %)
- 2uiyuH 85 - 115 melfamn (85 - 115 %) 95,8 mztn
K ' (03,6 %)
Uniformity of dosage units Must conform to Eur. Ph. 2.9.40, Conforms
Qdnapidricms SoI08aHUX Hogunno sionoeidamu awaozan Ph. Bur., 2.9.40 Bidnoeidae
OOUHULD

Solvent for Iyophilisate :
Pogwunnur Ona mioginiza:

Batch ne.:
Ne cepit:

Manufacture date:
Lama eupoBruymea:

Expiry date:
Tepmin npudamuocmit

solvent for COCARNIT - lidocaine hydrochlo
poule, 3 ampoules of solvent in a contour tray;

ride, 0.5% solution 2 ml, in am-

"Posuunnuk dns KOKAPHITY — 0,5 % poswun JILLOKAIHY FIHAPOXIIOPHILY, no 2

M 8 AMAYR; 3 QMAYIH POFMUHHUKA KORMYPRIE 4aPYHKOEIT YRakosyi;

230607

(48.2023

08.2627

IToxasnaru sxocmi Hopmysanus Peaprvmam |
Appearance Colourless liquid in brown glass ampoule. Conforms
Ornuc Hposopuil Gesbapenuii posuun ¢ avmyal 31 crig Ko Bidnogidue |

KORBODY GepdliHa RN ]

Tal.(+2 015) 381863 Fax : {+2 015) 384377 Calro Fax No. [+

E-mail ; eipico@eipico.com.eg WEB SITE : www.elpico.

~
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector

Hoxasriuat AKkocmi Hopsysanns Pespnomam |
Identification Spectrum of residue conforms to IR-spectrum of lidocaine | Conforms
enmudhirayis hydrochloride standard Bidnogidac

I — cnexmp ompumanozo samauxy nogunen cnisnadamu 3 17
— chexmpom cmandapmy aidoxainy 2iopoxnopudy

Volume »2ml 2.07 ml/an

06 'ep, 10 BUIRARACIBCH > 2 M '

PH from 5.0 to 7.0 6.81
Bi¢ 5.0007,0 :

Sterility Solution should be sterile Conforms

Cmepunvnicom Pozuun 048 in 'cxyill nogunen Symu Cimepulsnist Bicnosioas

Clarity of solution Solution should be clear Conforms

{Iposopicme Pozvyun Ona in exyill nosunen Gyinu nposopum Bidngaioae

Particulate matter The solution is essentially free from particles of foreign matter | Conforms

Mexariuni sriinouenns that can be observed on visual inspection. Bidnosidae

Posyun ons I 'exyill nogunen Oymy  ROGHICTIO  GIAbIUM
siduyocopionx  uacmox, AKI MOJCYmb  Gymu  guwigieni &
npoyeci ¢13yapHO20 02NA0Y.

Bacterial endotoxins < 1.1 EU/mg lidocaine lyydrochloride <1.1 EU/mg/
Barmepianvi endomorcuny | < 1,1 EQ/vz nidoxainy 2idpoxnopudy EOMz |
Assay ; ' i
- lidocaine hydrochloride | 4.75 mg- 5.25 mg/m! 4.99 mg/ml /xialua
Kinvricte gusnauenni V4,75 stz — 35,25 mafinn

- aidoxalny 2idpoxnopudy

Assay

- 2,6-dimethylaniline
Kinuxicue eusnauenus
- 2,6 - Qumemunanininy

. Not detecied
<400 ppm He auacaeno

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manu-
factured (packaging/labelling ineluded) under the quality control on the abovementioned manufacturing site in
full conformity with the GMP requirements, established by the regulatory ageney of Egypt 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.

Ifum 5 3cceiduyio, wo nepepaxosana ewwye ingopmaiin € Qucmosipron i mownow. Ln cepia npodyryli byaa
GUEOMIUGHEHA (GIUONAIONY NAKYEAHIA [ MADKYGINS) 3 APOSEOEHHM KOHMPOI0 AKOCTE HO SUIHEGRASAHIU SUPODHUULY
Olmpniyi @ noeuii eidnosionocmi 3 eumozamu GMP, CmanogneHumi pecyRamopHI OpeanoM Czummy. @ MORoM v
gidnoeidnoemi 31 cneyubivayicio i memodamu xoumpono axocmi (MKA), sapeecmposanuvy & Vipaini. lpomoxoiy
GUPOBHIYMBA, YAAKOBKY M QHANizie Byau nepe2isiymi ma ecrmanosneno sicnosisuicme GMP.

Surname and position of person, approving
batch release to mariket

Ipizawyge ma nocada/ 3eanus ocody,

K suoana 803811 Ha euryck cepil

T O Rection head

e
Signature and date, stamp </ Lo ‘&"‘r’*f\ =
Hionue ma dama nidnucanns, neqdﬂgigb ¥/ wimann

Jup aitig
oy ;

gf Ramadan City

Ui *01}
HOH e%'a
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JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJII) 3A HAPKOTHKAMM y m. KHEBI

npos, Hanii Ceirmuusol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kon €IPIIOVY 37079055

BUCHOBOK
npo fAIKicTE BBe3eHOTo B YKpainy Jikapcbkoro 3acofy

04.01,2024 Ne 425/24/26

KOKAPHIT

(HalimenyBaHHA nikapcskoro 3aceby 3riaHG 3 peccTpaLiHHM NOCBLIYEHHAM)
niodinizaT pas posunny pus in'exnii; 3 amnyau 3 rioditizaTom y komnekTi 3z 3
amnyaamu posuunnuka (0,5% posyuH Jixoxainy rinpoxsaopuay) noe 2 Miy KOHTYpHif
“apyHKoBiil ynakosui; no 1 kouTypHiil uapynkosiii ynaxosui s Kaproniit xopobui

(bopwma BHMyCKy, JO3YBEHHN, BHA NAKYBANNE HiKAPCLKOIC 3ac00y)
Howmep pecerpanifinoro nocsinuerns UA/8392/01/01 crpox nif peectpaniftioro nocsintents HeOOMexeHHH
Cepis nikapceroro sacoGy Ne 2307096/230607  Kinsxicts sreseroro nikapcskoro sacotly 300

BupoGumk E.LIL1LKe., €runer
(HafiMeHyBaHHS BHPOGAKKA NiKAPCLKOrO 3acoby, KpaiHA MOXOIKEHHS)

Beeseno s Vipainy TosapucTro 3 o6MexeHor Binmorigansuicrio "BJYC GAPMA",
inenr, wom: 43821180
(HakiMenypanig Ta kog 3a £7IPTIOY 1opianatol ocobr abo Opi3nMLIE, iM'9, NO GaTbkoBI
hisnenol ocolu - nianpuemus, 17 Micue NPOKUBAHHA Ta peCTPALLIMEHI HoMep oBNikoBOT
KapTKH MIATHHKA NOOaTkin abo cepis Ta HoMep Macnopra)

IpoTokoa sisyanenoro kontpomo sia 15.11.2023 Ne 3566/12,

JlabopaTopauit ananis axecti Aikapckkoro acofy 3ailicHerni:

Haﬁopa’roplsi dapmaronettnoro ananisy 1T "Yxpaiucnkuil HaykoRH# (apMaKomelHui LEHTD
AKOCT] JliKapchKuX 3acoBiB" (M. Xapkis, Byn. AcTpoHoMiuna, 33)
{maiiMenyBanHs Ta MicuesHaxowenHs naboparopil, wo nposena naBopatopHuli aHanis AxkocTi)

Bucrosox mofo AxocTi mikaperkoro sacofy, numanmii abopatopico sin 03.01.2024 Neo 7/82523

Pesyaptatn naGoparoproro ananizy skocti mikapeskoro sacofy sa NepeBipeHHMH OKA3HIKaMu BIANOBINAI0TL
BUMOTraM METO/B KOHTPOJIEO AKOCT] (AHARITHYHO-HOpMATHBHOT AOKyMeHTaL().

3a  pesynvraTamu ,Elep)l(dBHOFO KOHTPOJIK)  BCTAHOBJIEHO, (U0 mkagbmm sacib  amescHo B VYxpalny 3

i FRREeABCTEA IOKO 3a0e3neueHHs nk/c/r i n‘ikap(;bxnx zacobis,

Mmcona XOJTO):[EHKO

(iminiany Ta npizaswe)

GAT R

(riignse)
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