JEPJKABHA CJIIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIU OBJIACTI

npos. Ceitnuunoi Haaii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPO SIKICTH BBE3eHOro B YKpaiHy JiikapcbKkoro 3aco0y

27.09.2024 Ne 47990/24/10

HEWPAJIITH

(4alMeHyBaHHS iKapChKOTO 3ac06y 3TiNHO 3 peecTpaLiifHuM TOCBiAUCHHAM)
kancyan no 300 mr, no 100 kancyn y giakonax

(dopma BuIyCKy, 103yBaHHA, BHI [TAKyBaHH: Jikapchkoro 3acofy)
Howmep peectpauiiinoro nocsinuenss UA/1185/01/02 crpox nii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 7653932 KinbkicTs BBE3€HOTO NiKapebkoro 3acoby 5052

BupoGHuk Qapmacaiinc Ink., Kanazna
(naliMenyBanHs BUpoOHUKa JiKapcbKoro 3aco0y, kpaiHa noXOMKeHH)

BeeseHo B Yikpaiuy Iignpuemcerso "®Papmacaiinc Yxpaina Ink", izent. xox: 22900900
(naiimenyBauns Ta koa 3a €APTIOY 1opuauntHoi ocobu abo npizsuile, iM's, o 6aThropi dhizuduof
ocobu - nianpuemis, i Micle NPOXUBAHHI Ta peecTpalifinuil HoMep 00NiKoBOT KApTKK NATHHKA

nozarkis aGo cepis Ta HOMep macrnopTa)

MpoTokou Bisyansroro koutpomio sin 25.09.2024 Ne 2857/1.

3a pesyibTaTaMH J[OEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, LIO Jlikapceku# 3aci6 BBeseHo B YkpaiHy 3

JOTPUMAHHSAM BUMOT 3aKOHONABCTBA LIOAO 3abe3neyeHHs AKOCTI JIIKapChKUX 3aco0iB.
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pharma
science

A breed apart

Certificate of Analysis { Ceprudbikar sioer No 3853327653932

Prod‘uct ! iponygr:

P NEURALGIN, 300 mg capsules. 100 capsules in é‘»ottf@/HEHPAﬂF!H sancyiy no 360 Mr so 100 kancyn ¥ ORakoni

Registration Certificate 7 Pacorpayinge Nocaimmpnus No UAIBRIDIZ of Feig 17 10.2019;
ﬂ_yahd 7 Tepmis g Valid until, anlimited rexvistratiors / fite a0 Be3CTROKOBE DeCCTRELIR
Batoh number 7 Cepin Ne TESAG32
Quanity in a batch 7 KinbkicT, npoayKLy it B oenl 8 052 packages / ynakosor
: Manufacmﬁng date / Jara supolimrea 052024
 Expiry date / Tepmm o npuag THOLTE Db 2024

Name, location address, ficense number (GMP} of the  Pharmascience Inc., 6111 Roya mount Avenue. 100, Monireal, Quebec HaF
Cproduction site snd  quality cootrol [ Hassa, aapecs | 274, Canads [ Gapmacaine e, 8111 Poanmaynt Asewio, 100, Monpeans

CaticugsHaxomertst, womep nivewusti (GMPY gupobunsol ngbek HAP 274, Kanana.

. BN EOHTROSTIO BKOCTE

License / Hinewsis No100241-A

Testing standard 7 CTaHnapT TecTyBaksn

USSP EP i House | ©apmaronen CUIA £0, metoauky BUDDOHIKA

Test/ Tecr

Specification 7 Creuwvdikauin

Result/ Peaynerar

Method / Mevon

Description /
Onue

Hard gelabn ca ;zsum size # 1 Conisnap. Capsuls body
and cap ae the yvellow opaque. The "“Gabapentin § 300
g’ s mpringe a in blue on the cap. the "P" logo is
nprintad on the body or wsthout fogo, or there arg
absent insoriptions on the body and cap. The capsuies
are filled with white pw*der 1 Teepal wenatHosi
cancyne Kosicsan, posmip 1. Kopriye 1 koanauox wost 3
MATOROID  (IOBEPXHE.  BRAKMTRIM KOMLOPOM  Ha
cosraMry  wanedaTane «Gabapentin 7 200 mgr. W8
copnycl — roratun «Py» alo doro nemae, abo wa kRopiyd
i KOBNaMKY Hanucts Henae, Kancynu sancauedt Dinvm
NGDOWIKOM

Capsule
IpEqUEe
imprinted
are filled

Kapnyo

migs.

i

MOBEPXHED
kopnaury waneuarane «Gabapentin 7 300
3aAn0BHEH Girpam

Conforms / Bignopinas

Hard gelatin capsules size # 1 Conisnan.

hody and cap are the yellow
“Gabapentin / 300 mg" s
in blue on the cap, The capsules
with white powder. f Iaep;.n

The

KENETVHOBE RETICY N
KOBOAUOR

Kancynu
FIODOLIKOM

%iQH'xCHazm posmip 1.
HoaTh 3 MATOHOK

BIEKUTHIAM )’(’}ﬂia()ﬁ()?x‘ Hi

Organoleptic
method /
OpranonenTudH
METON

ldentification/ A} IR spectrum in sample preparation conforms to that GConforms / <197TK» USKF

lperrnddikauin  in standard preparation of gabapentin / K crexm Bignosinas monograph /
AOMFHANKS  ACCNUDKYBAHOMD  IPE3KE  NOBUMEH MoHorpadys
pianopigat 0 cnerTpy  NOMMBHEHHR  BTaHiapTy Prapmakone! CLA,
rafianesrmy, PMSL C~98,
3y RT i sample preparation conforms 1o that in Conforms / <21 UBP /
standard preparation f ‘423“ YTRAMYBAHHA NIKY pO3YIHY Bignosigas Papmarones CLUA
GPESKA NOBUHEN BANOBIAATE TAKOMY ANR CTRHAADTY,

Assay | Kinbricse 2857 ?5 mgfcapsule 7/ me n kancyni 9?4181,{13-98,

BUIHaueHHR rabanenTny {95108 of labeled amourd | sin 286 .4 mgfcapsule / SH

T RBIGYIY

DAY aonesn ¢ JA

)(; Y‘i[ v.!’ !

Disscs ution / Poawmeﬁm
C, App 2. 50 rpm;
’fomeeimq 8 400 mn. npu

37 °C anapar 2, 50 obixg

KINGROGT!, BREGAROT HE VNakosw)

: Q) in/sa 30 minutes / xpuiun

s {4 i Kpwrepd
<7t “Sr’ !

¥

PAISLC-0.
<711 > USP /7
Qapmarones CLIA

OpuopianicTs
OUMHULL

Umfmm;ty of dosage umits /

~  Requirements criteria [ | AV/ nonyotume sinxunesds NMT/
Koutepll npuliestHoeT He Bipwe 15%

pozosanmx | Meels the requirements 7 Buinosifae
BUMOT B0

P SR
\250{;“’ i 7

fo

Gapmaronas CLUIA

Micrabial Himit tests /
MikpoGionoriuna uhcrora

The testis not routine (1o do once a yearn /

TecT v € DYTHHRUM, HDORDANTLEH DNKMKA pag HE pik

Total  aerobic

microbial  count  (TAMC) /] NMT 7 He Sinpus 1000 CFU/g 7 KYO
Jaranbua KinbicTs aepolrux Mikpoopranizmis
Totes! yeasts and moelds count (TYMC) / NMT / He Sinswe 100 CFUG T KYO

JaraneHa KiNbRcTs AR Ta nnicHasy

i

< 100 ¢

A

< 100 Cf

CEUG 1 RY Gl
g KYOir

EP/€@26142

=oool

Absence / BIaoyTHicTs

Abse

nce ! Bincymu

EP/emd B3

Conclusion: NEURALGIN, 300 mg capsules, 100 capsules i bottle fully compliant to the In House standards, and the requirements of the
US Prharmacopuoeia and the European Phammacopoeia / Bucrosor: HEWMPANTIH, kancynm no 300 mr o 100 kaneyn y dinakoni signosizac

cneuudiranl supolinusg, spmoram G)apmamnm CUA 1a Eaponencerol thapmasonel.
Cedification Statement: | hereby certify {§
packaging / labeling) and quality condrol w;aa carred out in full compliance vl

the above information is frue c‘md cotrect,

This series of products was pmc uce«d {including
h GMP requiremants., e@mt}nsmd by the local reguiatory

authority, as well as in accordance with the specifications contained in the feg:sirm ondossier. Production, packaging and anal vsm protocols
have been revised and GMP compliance eslablished / 3ansa npo Ceprugikalpo) LM S ATREDARYIO, LD HRREASHE puLUe !}4Cbﬁ@M<}LL‘H &

HOCTORIPHOIO | TouNHD0. L
ass'moan,qsmg;ﬁ no sumor GMIF,

cepin npoaykull Gyna enpobnana (BRIGHAINYH YIAaROBKYMapKyBamus} |

U0 BCTAHOBNEH! MICUEBUM DETYNATOPEMM ODIaHOM,

RICTATECH B PECCTHALUAHOMY A0CHE, [IDOTORCIM BUPOGHMUTEE, YIAKCRIN T4 BHANIIB DY NEDErnguy
i

Authorized supervisor of the GQuality Controt Department /
YrnoanosaxeHa ocoba signiny Koxtponio akocTi

6111 Royalmount Avernue Montreal (Quebec)  HAP 274 Tel

{ 14y

F NPOBEASHUR KORTRGTE 1T SROCTI B NOBHIR
a TAKOM ¥ B gma' HOCTI 3f CneupdiKatiamm, 1o

HHRENBHO BIANOBIL iete GMP




