TIEP’KABHA CJYKBA 3 JIIKAPCHbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

nipos. Ceitsmaroi Hanii, 3, M.KwiB, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpainy JiKAPCbKOro 3200y

23.10.2024 Ne 53203/24/10

HEHWPAJI'TH

(HaliMeHYBaHHS JTiKapchkoro 3acoby TiHO 3 peecTpatiHHIM MOCBiTUCHHAM)
rancyau no 300 mr, no 10 xarncyny uicrepi; o 3 Gaicrepy B KAPTOHHIN Kopooui
(dhopma BHITYCKY, JO3YBaHHA, BU/ TAKYyBaHHA nikapcbkoro 3acoby)

HoMep peecTpaiiifHoro nocsia4eH s UA/1185/01/02 crpox mii peectpaiitroro nocsiauerns 01 .01.2099
Cepis nikapcbkoro 3acoby Ne 6653932 KinsKicTb BBE3EHOTO JTiKapebkoro 3acoby 32584

BupobHHK dapmacaiinc Ink., Kanana
(naiiMernyBanHs BUPOGHHKa JIKaPCHKOTO 3acoby, kpaiHa IOXOKEHH;)

BeeseHo B YkpaiHy Mignpuemcto "@apmacaiince Yipaina THK", inenr. xox: 22900900
(maitMenyBans Ta koxt 33 €IPTIOY joprauaHoi ocou abo mpisBULe, M4, 110 6atpkosi (izpanol
ocobu - nianpuemus, 1l Miclie TPOXKUBAHHI Ta peecTpauiitiiii HoMep 00JIKOBOT KAPTKH MIATHIKA

rionatkis aGo cepia Ta HOMEp TacnopTa)

TTpoToKO Bi3yaTbHOIr0 KOHTPONIO Bl 16.10.2024 Ne 3165/1.

3a  pesynbTaTaMM  JEPKABHOTO KOHTPOMO  BCTAHOBMCHO, IO nikapchkui  3aci6  BBescHo B Ykpamly 3

AOTPUMAHHSAM BMMOT 3aKOHOJIABCTBA OO 3aGe3Nedents AKOCT] TKapchKuX 3acobis.
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Cerlificate of Analysis | Ceprudiikar axocri No 385332.6653932

NEURALGIN 200 mg capsules. 10 capsules n a blister: 3

; biisters in a cardboard box marked in Ukrainia
kancynu no 300 wmr no 10 kancyn y Bnicrepi, no 3 Gnicepn s KapToHHR Kopohiu 3

THEVPARTIH

MADKYBARHIM YRPATHCHROID MOBOWO

Registration Certificate / Pescrpagiine Tlocaifuents Ng
- Vahd 1/ vepuin alt

UATTE5/01/02 of

J i 1710201,

Valid untll unlimited registration / [lie ao; Ge3cTpoxoss pescTpania

oty

yiumber / Cepia Ne

6652932

Quantity in a bat

oh / KinbxicTs npoaykuil 8 cepil

33 384 packages / Ynakosok

Manutacturing date / Qarta supobuutirea

06.2024

CExpiry dale / Tep

MiH NPWIETHOTT] 31052029

Name, location address, Twense number (GNP of the
production site and quality control / Hassa, agpeca

HOMED nLena {GMPY

License f Nivexsin

Pharmascience Inc., 6111 Royalmount Avenue,
T4, Canada ! ®apmacaiuc I, 8111 Posrmaynt ABeHi, 100, Moupeans,
Kgetiex HaP 274, Kauana

No100241-A

160, Montreal, Queber H4P

FUSETES in House / dapmakonen CUIA, £@, meToaumiy BrpobHuka

Test! Tecr i

Specification/ Crieumcbixauisa

Result { Pesynwrat

Method / Metog

Description!
Onue

Hard gelatin capsules size # 1 Conisnap. Gapsule body
and cap are the yellow opaque. The "Gabapentin / 300
mg" s imprinted in blue on the cap. the "P” logo s
imprinted on the body or without ogo, or there are
wsenl inscriptions on the body and cap. The capsules
filled with white powder. [ Tagpal Kenaranost
cancynu Konicnan, posmip 1. Kopnye | xOBNavok KoBT 3

Confarms 7 Bianosinac

Hard gelatin capsules size # 1 Comsnap.
Capsule hody and cap are the yellow
spaque. The "Gabapertn | 300 mg’ is
imprinted in blue on the cap. The capsules
are filled with while powder. / Taepu
renatiuosi kancyni Konickan, posmip 1

MATOBOIO  NOBEPXHE.  BRAKWTHWM  KONbOpom  #a Kopnyo 1 KOBM@MOR HOBTE 3 METOBGIO
kounavky manedatane «Gabapenln /[ 300 mgy, Ha NOBEPXHEO. BHSEUTHRM  KOIBOPOM  Ha
kopnyct — noratin «P» afio fioro wemae, abo HE KOPNYCH KOBAUKY HaneuaTaHo «Gabapentin { 300
i kosnaMKky Wanmcin Hemac, Kancyhu aanoxedi Binun mgs. Kancyhw BBNORHOH Birn
[ODOUIKON, NOPOUIKOM.

Grganoleptic
meathod /
ORTaHoNBOTUM
FASTI

identification
inenTudikauin

AY IR spectrum in sample preparation conforms to that
in standard preparation of gabapentin / K cnexrp

FMOMHARHR  ACCHUDRYBAHOrG  3paska  nopuked
sinnosinary I CHEKTRY  NOUMHEHHRA  CTaHpapry
rabanexTasy.

5y KT in sample pregaration conforms o that in

standard preparation / Mac yrpumysansa niky posuniy
Rpa3Ka NOBVHEH BIANCBIAATV TAROMY ANS CTaHapTy.

Conforms /
Bignosigac

Conforms /
Binnosigac

BT

<1G7H> USP
monegraph {
rouerpadin
@apmaronel ClUA,
PRSLC-98,
<B4 USSP/
Mapraakones CLIA

Assay [ KinericHe

285-315 mglcapsule / mr 8 xanoyni

PRMSLE-08,

o

oanapar 2,

wrannst g 900 M, npu

APUARATHOCT «7itx  U&P

Grapmakone) CLIA)

rio
50 obiixg

pUaHaueHnn rabanenTuny (95-105% of labeled amount / 8if 266 mo/capsule / <2 = USH
KINbIOCT, BRAZANGCE HaE ynarkosul srfkannyny Gapmaronen (
Dissolution ] PosunHenns 2 80% (Q3y i 30 minutes 7 az 30 xparmae 101 [ ICHROTY I T
L gOn ml 377 CL App 2. B0 rpm) (Acceptance criteria i Kpurepi <7 USRS

Gaprmakonen DUIA

C Unitormity of dosage units /

- QpropianicTs
L oaviHKLL

Requiraments
Kourepll npuaHRTHOST

aoscsanwx | Meels the requirements / Bianosinae
BUMOIaM

AV | ponyeriae sinxunerns NMT/

&

criteria

Conferms / Bianosinac

¥
4

we Binpwe 15%

<005» L&k 7
Capraones CLIA

Microbial limit tests /
Mikpobionoriyta uncToTa

The tests not routine (to do once a year) /

TeCT He € pYTMHUUM, NDOBOAKTLEA DAUH DAY Ha DIK

Total  aerghic

Saransua KinekicTs aepobunx Mikpoopradismia

Total yeasts and
Jaranona gk

Th APDKAAIS Y NIHCHAEN

microbial  count  (TAMC) 7

molds count (TYMC) {

NIT 7 He binbwe 1000 CFUlY 7 KYOh
NMT / He Binniwe 100 CF W F KY O

G CEUTG TRYOK

< 10 CF Ui f Ky O

ool

Absence / BIACY THICTE

Absence / BigoyTsi

EP /o 2613

Conclusion: NEURALGIN, 300 mg capsules, 10 capsules in a blister; 3 blisters in a
ihe in Mouse standards, and the requirements of the US Pharmacoposia and the &
s ono 300 wr no 10 kancyn y Grictept no 3 OnicTepu B K@pTOHMIR KOO
waakonel CLUA ra €aponeiicerol hapmaronel.

KETICY
cneurdikaull sspobang, sumoram Gag
Cerification Stalement | hereby certify that the above information is
packaging / labeling) and g
authoniy. as well as in accordance with the
have been revised and GMP compliance eslablished / 3assa npo ce
JAL

Authorized superviser of the Quality Control Department/

frue

5B pECCTRAURHOMY 20CkE. TTHOTOROMM SPODHALITES, yranoons 1a ananisie Gy

Viosropaxers ocoba sinainy Konrpomo akocti

R

6111 Raoyalmount Avenue Montreat (Quetec)

uality control was carried out in full compliance with GM

specifications contained in the registration dossie
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BiAHOCT 80 waor GMP, 10 BOTSHOBAEH MICUESEWM PeryNaTopHUM opraxon. a wm/r;?( y L BnGRIHD I F
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cardboard box marked in Ukraiman Tully compliant to
ropean Fharmacoposia | BUCHOROK! HEUPANTIH.
Gl 3 MOPKYBAHHAM yRDATHCHROW MOBOK sianopiaae

his series of products was produced (including
P requirements, established by the local regulatory
v, Production, packaging and analysis protocol
a nuge iwhopna
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