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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
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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,, *




KokapHir n-1 Ne2211337_220698_Crpanmnua_4.jpg

:ﬁu EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
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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
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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
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E-mail : eipico@eipico.com.eg WEB SITE : www.eipico.d il
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