TIEPJKABHA CJIVIKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCBKIA OBJACTI

nipos. Ceitnmuroi Hazii, 3, m.Knis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EAPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3CHOT0 B YKpaiHy JiKapcbKoro 3ac00y

23.10.2024 Ne 53203/24/10

HEMPAJIITH
(naliMeHyBaHRS JikapchKoro 3acoby sriHo 3 peecTpauiiHIM MOCBIHCHHAM)
xancysu no 300 mr, mo 10 kancynry ouaicrepi; mo 3 GuicTepy B KapTOHHIH Kopooui
(bopMa BHTYCKY, O3YBaHHs, BUJL NaKyBaHHs JHKapCHKOro 3ac00y)

Homep peectpaniitnoro nocsixaenns UA/] 185/01/02 crpox aii peectpauiitroro nociuerss 01 .01.2099
Cepis nixapcwkoro 3acoby Ne 6653932 KinbKicTh BBE3EHOTO Jikapchkoro 3acoby 32584

BupobHHK dapmacaitnc Juk., Kanana
(naiiMenyBaHHs BUPOOHIKa NiKapChKOro 3acofy, kpaiHa M0X0LKEHHS)

BeeseHo B YKpaiHy Mixnpuemcro "®apmacaiinc Yipaina THK", ixenr. wox: 22900900
(maitMeryBanHs 1a ko 3a €/IPTIOY JoprauHoi 0cobu ab0 npissue, iM'A, 10 6atpkoBi (iznunol
ocobu - nignpueMLt, il Mictie TPOXUBAHHS Ta peecTpaitiiinuit Homep oONIiKOBOT KAPTKH ITATHIKA

HozaTKis abo cepis Ta HOMep TacnopTa)

TpoToKon Bi3yanbHOro KOHTPOIO Bill 16.10.2024 N2 3165/1.

3a  pesynbTaTamy JIepKaBHOTO KOHTPONIO ~ BCTAHOBNCHO, IO nikapchkui  3aci6  BBeseno B Ykpamly 3

JIOTpHMaHHﬂM BUMOT 3aKOHOJIABCTBA 100 3abe3IeueHHs AKOCT TikapckKnX 3acobiB.
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Certificate of Analysis / Ceprudikar axocri No 385332-6653332

f”é*roducz / TNEURALGIN, 200 mg capsules, 10 capsules in a blister: 3
i “!}

DOAYKT . kancynu no 300 mr no 10 kancyn y Boictept, no 3 Gnicrepu

bisiers in & cardbeard bov marked i Ukrainian { HEMPATTIH,

B KApTOHMI Kopohiul 3

MADKYBARHIM YEKDATHCLROIR MOBOIO

Registration Certificate / Pesarpauine Tocainuents Ne, UA/T185/01/02 of
Valid till / repmin ait

Jwin 17.10.2019;

Yalig until unhimited registration / [lie a0; GescTporosa pescTpaun

honumber / Gepia Ne 6653832
L fy i a batch 7 Kinbxicts NROAYKLT B cepil 33 384 packages / yrakoBok
s Manutacturing date / [ata pupobuntrsa (52024

xpiry dale 7 TepMin NPUAETHOCT] 31052029

:‘Nam& jocation address, license number (GNP of the
production site and quality control / Hassa, agpeca

| MICLEIHAXQKENRHA, HOMED niLeHaI {GMP)Y

Bharmascience Ine. 8111 Royalmount Avenue, 100, Montreal, Quebec 4R
274, Canada ! dapmacaisc lu, 8111 Poaraynt Asewo, 100, Moupeans,
Kgebhex HAP 274, Kanana

 BUp0tiniuol AineHny | KOHTEONIO AKOCT]: License / Nienain No100241-A }
Testing standard / Crannapt 1eCTyBaktn USE EP in House / ®apmakonen CUIA. &0, meTodw BrpobHnia
Test! Tecr { Specification | Cnewndikauin Result / Peaynwrar Method / Metos
Description/  |Hard gelatin capsules size # 1 Conisnap. Gapsule body Conforms / Bynosipac OCrganoleplic

Onuc andd cap are the yellow opaque. The "Gabapentin / 300

mg" is imprinted in blue on the cap, the "P" logo is
mprinted on the body or without logo, or there are
absent inscriptions on the body and cap. The capsules
are filled with white powder. | Taepil ke@naranost
cancyu Kowicnan, poamip 1. Kopnye i xOBNavor xoBTi 3

Hard gelatin capsules size # 1 Comsnap.
Capsule body and cap are the yellow

15

spaque. The “Gabapentin / 300 my’
imprinted in biue on the cap. The cé

are filed with while powder. f J
cenarymosi kancynw Kosickan, posmip 1

METOBOID  NOBEDXHEN.  BRAKWTHAM  KOMLOpoM  Ha Kopnyo | KOBR@WOK HOBTI 3 METOBGIO
kosnauny wanesatare «Gabapentin / 300 mgy, Ha nopepxHen. BRAKUTHAM  KOTLOPOM  Ha
kopnycl - norotiit «» ato foro wemae, abo Ha KOPNYCH KOBNAUKY Haneuaraxo «Gabapentin { 300
i kosnavky wanucis semac. Kancynu aanoskedi Dinum mgs. Kancynu 3BNOBHEH Binna
OPOLIKONM, NOPOLKON.

methad /

COTaHONBOTYMHARA
METOA

identification !
inenTudbikauis

A IR spectrum in sample preparation conforms to that
in standard preparation of gabapentin / K cnexip

FOTMBAHKS  ACCHUPRYBAHOIO  3paska  NOBUHEH
mignopinary 1K CHeKTRY  normmuHandf CTanaapty
ralanerTumy.

5y RT in sample preparation conforms o that in

standard preparation { HMac yrpumysansa Niky po3urHy
Rpaska NOBVHEH BIANOBIAATY TEKOMY JANS CTaHIapTy.

Conforms /
Bignosiaae

Conforans /
Binnosigac

<1G7i» USP
monograph ¢
rouerpadin
oapmaronel CLUA,
PRSLE-08,
1o LGP/
Mapmarones CLUA

Assay | KinekicHe 2B5-315 mglcapsule / mr 8 kancyni

BUaKaveHHn rabanerTny (95-105% of tabeled amount / Bify

206 mg/capsule /

PISLE-G8,
<G21x USH/

GO0 ml 37 7 CL App 2. 50 rpmy (Acceptance criteria { Kpwrepil
L Posssnenus B 900w, npst | npulikaTaocT no <71 USSP/

_anapar 2. 50 obixs Gapmakone) CLUA)Y

KIPLKOCT], BRAZANCI HE ynarosu) srfkancyiny Papmakones O
Disscolution | PosquHenHs = 80% (0} In 30 minutes / 3z 30 xparmae 101 % PRASLCD

<7 L

SP
APMAKOTEN

CLA

" Uniformity of dosage units /
C QpHOopIgHICTE  AV30BAKHWX Ivig the requirements / Bianosinae
L oaviHKLb BUMOTEM

Requiraments [ AV ponycTune sipxungnns NMT/

Conferms / Bianoeigac

Ji

criferia
He Binpwe 15%

<G5> LsP /
Mapmsrones Cil

Korrepil NpUaHATHOCT
Microbial limit tests / The test 1s not routine (o do once a yearn) /

Mixpobionoriyna yncTorTa

TeCT He € PYTUHHUM, NDOBOAKTLER DAVH PAs Ha PIK

Fotal acromic | microbial  count  (TAMGC) 7
3arantia KinsiicTs 2epobuns MIKpoopraHizmis
Total yeasts and molds count (TYMC) /
FaransHa KineKicTs ApDKKS 18 IICHAEN

NMT 7/ He Binswe 1000 CRU/g /FIKYO!
NMT / He Bireiwe 100 CFU/g F KYQHi

<40 CRUIG L YO

< 10 CFUg F KyOx

= ool Absence [ BiACyTHICTE

Absence / Bigoytai

EP /692613

Conclusion: NEURALGIN, 300 mg capsules, 10 capsules in & blister 3 blisters in a

ihe in Mouse standards, and the requirements of the US Phammacoposia

karcyrn no 300 we no 10 xkancyn y fnictepi; no 3 BricTepn B KApTORHIH xopobul 3 MADKYBAHHAM YK

cneundikalil espoBunka, ssmoram Gapmakonel CLUIA ra Eaponeicorol Hhap
Cerification Stalement: | hereby certify that the above information is true

packaging / labelingy and guality contral was carried out in tull compliance wit
authoriy, as well as in accordance with the specifications contained in the registration dossier, Production,
nave been revised and GMP compliance eslablished / 3assa npo cepTaixauin: yum ¢ MHETEEPAKYIL AU,
GETOBIPHGIO | ToMHOK. Lis capin npeaykull Dyna supobnena (BEIIOMAOMM YIIBKOBKY/MADKY BAKHS) /w@ i
sianopinnocT g0 suwor GMP, 140 BUTEHOBNEH MICLESUNM DRIYNISTONHAM OpraHott.

A

THEA B PELCTRAUIRKONMY JOCKE. TIPOTOROMN srpODHMLITER, YRERoeN 1a

Authorized supervisor of the Quality Control Department/
Yropnonpaxera ocoBa sigginy KoHrpomo akocTi

st 6111 Royaimount Avenueg Montreal (Queabeg)

oy

HaP 274

cardboard tox marked in Ukraimnan Tully compliant to

and the European Pharmacoposra | Bucwosok: HEUPANTIH

MaKonet. )
and correct, This

deek
ofs

a vaxoy y;:mzlncm,zmg

ananisis Gyrm nepf nsdytii scrarobhe
s 3

pETHCHROK MOROKS BILNOBIAAE

series of products was produced (including
fh GMP requirements, established by the local regulatory

packaging and analysis prolocols
geasHa arwe indopmaws ©
GHTPOMS 1 AKOCTE B NOBHI
st engusdikas
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