AEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCBKIN OBJIACTI

npos. CeiTauunoi Hanii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua. Kog €JIPITOY 37078774

BUCHOBOK
Npo AKICTb BBE3€HOro B YKPaiHy JiKapcbKoro 3acody
31.07.2024 Ne 37418/24/10
PUCIHEPOH®

(HaiiMeHyBaHHA NiKapChbKOro 3acoBy 3riIHO 3 peecTpauiiiHuM NOCBLIYEHHAM)
TabaeTKH, BKPHTI MIIBKOBOK 06010HKO010, 110 4 Mr; 110 10 Tadaerok y Gaicrepi, no 3
OaicTepu B KApTOHHII navui

(thopma Bunycky, 103yBaHHA. BIL NAKYBaHHA NiKapchKoro 3acoly)
Homep peecrpauiiinoro nocinuenns UA/13764/01/01 crpox aii peecrpauiiisoro nocsizuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 131038 Kinbkicts BBeseHoro aikapeskoro 3acody 1940

Bupobuuk bAJIKAH®APMA-JIVITHULIA AJl, Bonrapis

(HaiimMenyBanns BUpOOHUKA Jlikapekkoro 3acoly, kpaina noxo/ukeHHs )

Beeseno B Vkpainy CnisibHe yKpaiHChKO-eCTOHChLKE MiANPHEMCTBO Y (opmi
TOBAPHCTBA 3 00MeReH010 BianopinaabuicTio "OntiMa-®apm,
JITHA", inenr. koa: 21642228

(naiimenyBanns Ta koa 3a €/IPTIOY opumnunoi ocobu abo npizeuuie, im's, no Gatbkosi
(hiznunol ocobu - nianpuemua, i Micue npokuBaHKA Ta peectpauiiitiii HoMep oGikoBol
KApTKH MJIaTHUKA noJaTkis abo cepis Ta HoMep nacropTa)

IIpoTokoa Bisyaasnoro kourpoaio Biz 25.07.2024 Ne 2172/20,

3a pesyabTaTamMH JEPKABHOrO KOHTPOMIO BCTAHOBJGHO, WO JiKapchkuil 3acib sBeseno B Yipainy 3

AOTPHMAHHAM BHMOT 3aKOHOABCTEA 1100 3abe3neueHHs AKOCTi MikapehbKux 3acobis.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIL JIKAPCBKOI'O 3ACOBY

Ne 961

Name of product/Hazea npomykTy
(strength, dosage form, package size and
type / nosyBaHHs, nikapckka ¢opMa,
poO3Mip 1 THI YIAKOBKH)

RISPERON® 4 mg film-coated tablets, 10 tablets |

per blister, 3 blisters per carton pack with
the labeling made in Ukrainian

/ PUCITEPOH®

TaBneTKH, BKPHTI IHBKOBOK 0D0NOBKOIO,
10 4 Mr, o 10 Tabnetox y Gmictepi,

no 3 6nicTepy B XapTOHHIH nadIl 3
MapKyBaHHM YKPaiHCHKOK MOBOKO

Active substance / mito¥a peIoBHHA

Each film-coated tablet contains 4 mg of
risperidone / 1 TafneTka, BKpHTa IIBKOROK
0BONOHKOIO, MICTHTB PHCIIEPHIOHY 4 MT

Manufacturing  country /  kpaifa- | Bulgaria/ Borrapis
BHPOOHHK

MA number / Homep PII NeUA/13764/01/01

Batch number and size / Homep Ta | 131038

po3Mip cepil 9 220 packs /9 220 ynakoBok
Date of manufacture / Jlata pupoGruitea | 01.2023

Expiry Date / CTpok HpHAATHOCTI 01.2026

Name, address and license number of
manufacturing site / Hassa, agpeca i
HOMEp NiteHsil BHpoOHHIO] NUbHULL

BALKANPHARMA-DUPNITSA AD.

3 Samokovsko Shosse Str., Dupnitsa 2600,
Bulgaria /

BATIKAHGAPMA-IVITHULIA AL

By71. Camoxoscko [Hoce 3, JynHuus 2600,
Bonrapis

Manufacturing license Ne BG/MIA-0355/
Tlinensig Ha upobHuITBO Ne BG/MIA-0355

i

beons 450

piv, 1407 Qi
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Indicator/Tlokaznux

Specification/Crienmdixanis

Result/Pesyanrar

Appearance / Omue

At release: white, oval, biconvex,
scored, film-coated tablets, marked « T
and «4» on opposite sides of the score,
size: 14x7.5 mm / {ipu BHITYCKY: Oini
OBAJNILHL ZBOONYVE TaANETKY 3 PHCKOIO,
BKDHTI  QIIBKOBOIO obononkoio, 3
MapKyBansEsM «T» Ta «4» o pizai Goxu
BLE pHCKH, posmip: 14x7.5 v

During shelf-life: white, oval, biconvex,
scored, film-coated tablets, marked « T
and «4» on opposite sides of the score /
HpoTsrom tepmiry npuxarHoCTi:

Gini oBambHI IBOONMYKTE TaGmerxH 3
PHCKOQIO, BKpHTI IIJIBKOBOK
obonoHKoI0, 2 MapryganEsM «T» Ta
«4» 1o pizni 60x# Bix prCKH.

Complies / Binnosinac

Identification

! Inentudixanis
2.1 Risperidone
HPLC, 260 nm /
2.1 Pucnepuaon
BEPX, 260 um

The retention time of Risperidone peak
in the chromatogram of the test solution
corresponds to that in the chromatogram
of the standard selution obtained upon
assay

/ Hac yrpumysamus miKy Pucnepmaony
H&  XpoMaTorpaMli  BHIIPOOYBAHOTO
PO3UMHY Mae CHOIBOAZATH 3 yacom
YTpraMyBaHia niky Pucnepumory ma
XpoMaTOrpami CTAHAAPTHOTO POIUUHY,
CTPHMEHOTO npu KiTBKICHOMY
BHIHAYCHHI.

Complies / Bigmosinac

2.2 Risperidone
HPLC, UV-diode
array detection, 200
35¢ nm

/2.2 Pucnepnioxn
BEPX, Y& gionne-
MaTpHYne
JETEKTYBAHMS,
260-350 um

The spectrum of the main peak in the
chromatogram of the test sclution,
obtained by assay using a2 UV-diode
array detector, at a wavelength of 200
nm 0 350 nm should correspond to that
of Risperidone in the chromatogram of

the standard solution
/' Cruextp  ocHoBHOTO MKy Ha
XpOMaToTrpaMi sunpobyranoro

PO3THHY, OTPHMaHO! hpd KiAbKiCHOMY
BH3HAYEHH! 32 J010oMOTon YO monHo-
MATpUIHOrO ACTCKTOPAE, NPH HORKKHI
xeum 8in 200 um mo 350 uM nommuen
CHiBMafaTHE 3 cmexTpom fiky
Pacnepunony Ha XPOMAaTOTpaMi
CTAHAAPTHOTO PO3YHHY.

Cornplies / Biamorizae

2.3 Titanium dioxide*
/2.3 ToTany piokeun™

The solution should be vellow-orange to
orange-red / Posung nosunes Gyru min
#OBTO-OPRIDKEBOIC O  OPaHKEBO-
49ePBOHOIO KOALODY.

Complies / Bigmoginace
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/ TipoTsirom TepmMiny UprAaTHOCTE
3,8 - 4,2 mr/ralnerky

Average weight 351-387 mg 363 mg/ 363 mr
{ Cepenns maca /351-387 mr
Uniformity of dosage | Acceptance value (AV) for first 10 units | 2,3
units is less or equal to L1, where L1=15,0.
{ Ongopisyic If AV is greater than 15, test the next 20
QO30BAHHX OJMHHIL dosage units. The final acceptance value
(AV) of the 30 dosage units is less than
or equal to L1 and an individual content
of dosage umits is in the range of
{1£L2x0.01) M, where L2=25_0
/ TIpuitvansre uueno (AV) ais nepurx
10 omummue menme abo popiemioe L1,
e L1=15,0.
Hxmo AV Oumine 15,0, sunpodysanss
OpOBOASTE ROAATKOBO ANy 20 omuHuis.
Kinnepe mpuitvansae wacno (AV) am
30 onmmvms menme abo mopiemioe L1
Td UWBIAyaNbHUE BMICT Yy XOXHIH
Aosopamii  ommmunmi B mianasowsi
(1xL2x0.01) M, ae 1L.2=25,0
Disintecration Not more than 30 min 4 min/4 xe
[ Posnanauus { He 6utsie 30 xpraun.
Dissolution At release: Q =80 % in 30 min. Min 100 %/ Mimimym
[ Pozunnenns / Hpw pumryexy: Q = 80 % 3a 30 xs. 100 %,
Duaring shelf-life: Q = 80 % in 30 min. | Max 104 %/
/ XIpotareM Tepminy npugaTrocTi: Maxcumys 104 %
(2 = 80 % 3a 30 x&. Aver 102 %/ Cepenne
102 %
Assay At release: 3.8 — 4.2 mg/tablet 3.90 mg
{ Kigvxicue / ilpu Bunyeky: 3,8 — 4,2 Mr/Tabrerky
BH3HAYCHHS During shelf-life: 3.8 — 4.2 mg/tablet

Cyma pominiox

Related impurities At release/ Ilpn sunycxy

{ Cvovrei poMimikn

N-oxide <0.,5 % Under 0.05 % (0,010)/
Merme 0.05 % (0,018

Single unidentified

impurity / Byap-uxa <0,2 % Under 0.05 % (0,017)/

HeigenTHdixosana Merme 0.05 % (0,017}

aomvimga

Total impurities / <0,5 % Under 0.5 %/ Menme

0,5 %
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Microbiclogical Total aercbic microbial count (TAMC) | Test Not Required/
purity ¥ - not more than 10° CFU/g Teor He BUMAraeTs s
{ Mixpeosionoriana / 3arampHa  KiTEKiCTS  aspo0BUX
HucTOTA * mixpooprarizmie {TAMC) we OGinblre
108 KYO/r;
Total yeasts/moulds count (TYMC) — | Test Not Required/
not more than 10? CFU/g Tect He BEMAracThog
/ 3JarajypHa KINBKICTH uiiceHeBmX |1
IPIRIUKOBEX rpubis (TYMC) =me
Simbrme 102KYO/T; Test Not Required/
Escherichia coli absent in 1 g /| TecT ue BuMaraerses
BigcyTtricrs Escherichia coli B 1 r
HIpeTapary.
Breakability test The tablets cornply with the test if not | Complies / Bigmosiae
/ Pospinenss more than 1 individual mass is outside
Taéaerox the limits of 85-115% of the average

mass. The tablets fail to comply with
the test if more than 1 individual mass is
outside these limits, or if I individual
mass 1s outside the limits of 75-125% of
the average mass

/ Tabnerkwm BHTPMMYIOTE
BRIpoOYBaHEA, AKINO He OUIsIne oIHict
IHIMBILYANRHOT MacH BUXOAHTE 32 MEXi
85-115 % Bim cepenusoi  Mmacw.
TabaeTxn HE IPOXOJASTE
BRHNPOOYRAHNE, AKING Oiasme onmiel
IBIMBIAYanEHO! MACH BHXOINTE 32 Mexki
BCTAHOBJIEHOIO mMimiTy 260 $XIIO opHa
InmuBinyansHa Maca BUXONETE 32 MEXi
75-125 % Bix cepenrpoi MacH.

* The test is performed on each 10™ batch per year / Tecr TIPOBONHTECS HA KOKEIH
mecaTill cepii poxy.

The batch meets the requirements of QCM for MA Ne UA/13764/01/61/ Cepis miznorizac
sumoramM MKA no PTI Ne UA/13764/01/01.

The packing, labeling and expiry date correspond to the requirements of QUM / Vnaxosxa,

MapKyBaHHs Ta TepMiH IPHIATHOCT BIANOBIAar0Ts BruMoram MICS,

Storage:

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children /
3epiratr B opurinatbHi#l ynawomul mpu Temmepatypi me Bume 25 °C. 3Gepiratd B
HEIOCTYIHOMY I TiteH micti.
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[ hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/ labeling and quality control at the above
mentioped site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal produet. The baich processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / [lum
NIATBEPIDKYIO, 1O HABEAEHA BUIE indopmanis € JOCTOBIPHOK Ta TOYHOO. Us cepis
NPORYKuil ©6ya BHIOTOBNEHA, BKIFOUAIOTH [AKyBaHHA, MAapKyBaHBa Ta JDPOBEACHHS
KORTPOIXO 1 AKOCTI Ha 3a3Wadeniii pupoSEW4IH miasam Yy noBHIM BigmosizHocti 3
BumoTaMy GMP, BeTanosrensMy Micliesum PCryNSTOPHEM OPraHoOM, a T2KOK Bianmosimno
A0 crenu@ikanii, mo MicTIThCE B peecTpattifioMy Docke, 32TBED/DKCEOMY B YRpaind ans
IOCHUDKYBAHOIO  JHKAPCEKOTO sacoby. [lporoxomm mupoSHimIEa, NaKyBaHHd T2
HPOBENCRHA aHamiziB OyNIM NepeBipeni, BCTAHOBNEHO BIRMOBINHICTE BuMoTam GMP T2
HAIIIHCAR0 BIIIOBI AATRHIMY ocOBaMH BHUPOOHIKA.

Compiled by/Ilinrorosneno: Issued by/Bunano:

Quality Assurance/: siaminom Qualified Person/Ymoszonawena ocoba:
3abesmeuenns AKOCT

//'3
D.Katsareva/ ]I Kauaposa M.St?}llprjaj :@'roinosa
ey

h 5%4‘;:}:“&/;—/‘\, it

R
™

Date/ Hata: 01.03.2023 Date/ [lat%: 01.03.2023

it o ol
f,;/‘;i
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JEPKABHA CIIYXEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU V¥V KHIBCHLKIN OBJACTI

mpos. Ceitauunoi Hagil, 3, m.Kuis, 02099, Ten/hake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €OPIIOY 37078774

BHCHOBOK
PO AKICTh BBE3EHOI'0 B YKpainy JiKapchbKoro 3acofy

25,10.2023 Ne 47997/23/10

PUCIIEPOH®

(eaiinienysannn stikapepkoro 3acoby 3riaio 3 peecTpaniiti ROCRiTHEHHAM)
TadaeTn, BKPUTi IHBKOBOI0 060,10HKO0K0, N0 4 Mr; 110 10 Tabierox y 6aictepi, no 3 Saicrepn
B KapTouNnii mauii

{(opMa BHNYCKY, A0IYBAHAA, BHA HAKYBIHUS TIKAPCEKOLG 32¢00Y)

Homep peecrpaniiisoro nocsizuenan UA/13764/01/01 crpox aif peecepariiinoro mocsimzenus 01.01.2099

Cepis nixapeskoro sacoby Ne 131041 Kiabkicrs BBesenore aikapeskoro sacoGy 480
Bupofix BAJIKAHGAPMA-IYITHHIIA AJY, Bosrapis
(HoiivenyranHs BRPOOHIKD JIKApCEEOro 3acoBy, Kpajta moXoTKeHAR)
Baesexo b Yipaiiy Crinpite yKpainChKO-eCTOHCHKE HIARPHEMCTBO ¥ hopMi TOBAPHCTBA
3 obMexenoo sinnosizaasmictio "Onriva-@apst, ITIY, inent. won:
21642228

(ratimenynparns Ta vox 32 €J1PTIOY wpuanunot ocafu abo npissrme, iv's, no Garskosi (izuof
ocobit - rizapiesua, T Micne npoxisanng Ta peccrpauiiinsi HoMep oGaiKOBLT KAPTRH NIATHIKA
nogarkib a0 cepis Ta HeMep TACROpTa)

Tpororoa sizyaasioroe xonrrponw sin 02.10.2023 xe 3064/16.
JlaGoparopruit anasdis sxocti aikapebroro 3acafy snjfcuensii:

HI1 "1lentpanbia nabopaTopid 3 aHANI3y AKOCTI NIKAPCLRUX 32c06iB i MeaMurol npoayKi"
(m.Knis, Byn. Kyapascexa 10r m.Kuis, sysn. Kyapasceka 8B Kuiscrka o6nacts, ¢. Hosi Hetpii,
pya. feana ©panka, 19)

(zafiMeryBankx Ta MicHenaxoaxensa maboparopil, Mo nposena naGoparepnitil anwiiz AkveTi)

Bricnosok Mmoo AxocTi aikapeskoro 3acody, Bijannii aaGopatopicio six 23.10.2023 No 1952

Pesynstats Aabopateproro ananisy sxocti aikapceroro sacoby sa nepesipensMi NOKasHika M BiANOBIAAOTE
BHMOraM METOXIB KOHTDOMIO- AKOCTi (@HANITHYHO-HOPMATHEBHOT ZOKYMEHTALIT).

3a peaynkTaTaMM AEPHABHOTO KOHTPOMO BCTAHOBICHD, L0 TikapcsKiil 3aci sseseqo B Yipainy 3

AOTPHMAHHAM suMoOr 3ak0HOAARCTEA 100 3abe3neyeHus Kocti Nixapeekix sacobis.
AT

Ipuna [TAJIAMAP

ARiaee) (iniwinn Ta npiasuite)




Hepxapna cnyxba Ykpainu
3 MKapcLKHX 3ac00iB Ta KOHTPOIIO 38 D
HapKOTHUKAMH

Hepxasne nignpuemcrso "enTpanbua
Jaboparopin 3 anajisy sKocTi JikapenRux
3acofiB i Mmepguynol npoaywuii"

‘.

State Service of Ukraine on Medicines
(] and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaika, 04053, m.Kuis, syn.Kydpsiecbka 10

men./thakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

106, Kudryavska street, Kyiv, Ukraine, 04053
Tel /Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar anamizy Ne 1952 Big 23.10.2023

Haiga 3paska:

Peectpauiiinuii nomep:
Bupotunk:

Homep cepii:

Micue BigGopy 3paska:
3aMOBHHK!:
CynpoBigHnii 10KyMeHT:
AKT Bigfopy 3paska:
Cran 3paska:

JlaTa oTpumaHHA 3paska:
JaTn BHKOHAHHA PoOiT:
Bua xonrpomio:

Micue npoBeaeHHs
AiAABHOCTI:

HJ, BinnosigHo no kol
IIPOBOAHBCS AHATII:

PUCIEPOH®, tabnerky, BKpuTi ruiiBkoBoio 060J10HKO10, 110 4 Mr; o 10 tabneTox y

Guictepi, no 3 GuicTepu B KAPTOHHINA mauui
2045.23

BAJIKAHOAPMA-IVITHHULA AJl, Bonrapis
131041

CninbHe ykpalHCBKO-eCTOHCEKe Mianpuemcrso y ¢opmi TOB "Onrima-@apm JITI"
Hepxasna cnyx6a YKpaiHu 3 JIiKapchKHX 3ac06iB Ta KOHTPOIO 38 HAPKOTHKAMHU

JIuct Ne 7876-002.0.1/002.3/2-23 Bin 11.10.2023 p.

Ne Bin 13.10.2023

3pa3oK B CTaHi NPUAATHOMY A NPOBEICHHA BHIIPOOYBaHb
13.10.2023

13.10.2023 - 23.10.2023

3a posnopamxenHaM JepxapHol cinyxOn Yipainu 3 Nikapchbkux 3acobiB Ta KOHTPOIIO

3a Hapkotukamu ("IM", [Toctanoga 902)

I «LlentpansHa nabopaTtopis 3 aHanizy AKOCTI JIiKapecbkHX 3aco6is i mennunof

NPOAYKLIT»

MES no p.. Ne UA/13764/01/01; sminn Big 15.07.2021 Haxas Nel452; sminu

MokasHuku Bumorn HI PesyneTaru
Onuc Bini oBanbHi gBoonykni TaBneTkn 3 PUCKO, BKPUTI NNIBKOBOIO Bianosigae
060NOHKOK, 3 MapKyeaHHAM «T» Ta «4» No Pi3Hi CTOPOHWM Big PUCKK,
poamip: 14x7.,5 mm
CepepgHs maca 351 - 387 mr 369 mr
PosnagaHHa He 6inblue 30 xsunux Bianoeinae
PosginexHs TabneTok TabneTkn BUTPUMYIOTb BUNPoDYBaHHA, AKWO He Binblue ogHiel Bignoeinae
iHaWBiayansLHOT Macy BuxoauTs 3a mexi 85-115 % sig cepeaHbol 184 wmr
mMacu. TabneTku He NPoXoAnTL BUNPoBysaHHs, AKwWwo Binbwe oaHiel
iHAVBIAYanbHOT MacK BUXOAWTL 3a MEXi BCTaHOBIEHOTo fimiTy ato
AKLLIO 04Ha iHAUBIAyanbHa Maca BUXoAUTs 3a Mexi 75-125 % sig
cepenHboi macu
Ynakoeka BrigHo Bumor MKA Bignosigae
MapkyBaHHs 3rigHo Bumor MKHA Bignosinae
BHUCHOBKH: Ceprudikar apanisy Ne 1952 iz 23.10.2023 nigTeepmkye, o nepesipeHMH 3pasok mpenapary

PUCITIEPOH®, TaGneTky, BKPUTI MIiBKOBOIO 060J10HK050, M0 4 Mr; o 10 tabnetok y Gnictepi, no 3
GricTepu B KapTOHHIM nayui, No cepj‘;‘,‘ijz-ijt.()‘?}jl?gg(ipoﬁﬂHuTBO BAJIKAH®APMA-IYITHHULLA AL

Bonrapia Bianosinae Bumoram MK
4 P
Nel452; 3MiHu 3a HaBeASHUMH BY{LIE 1

A

LI PAA RS ¥ Ry

H s

g T o}

5! P
Jupexrop ) , Poman MAPKIH

3 -"P;_
Ceprudikat ananisy He Miansrae noBHoMY ab0o 4acTKO

SOP/G-5.10/D1

<

412778

aHami3y AKOCTI MiKapCHKUX ave6is T MeTMHOT NpoAyKuii™”

Kineus ceprudixara ananisy Ne 1952 sin 23.10.2023

a0 p.n. Ne WA/13764/01/01; smiam Bix 15.07.2021 nakas

- sl W « i
MY BiATROPEHTO 6Ges no3sony I “LlenTpansha nabopatopis 3 .

Cron 1iz 1




teva

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
_ CEPTHO®OIKAT AKOCTI CEPII JIKAPCBKOI'O ZACOLEY

Ne 973

Name of product/Hassa nponyxry
(strength, dosage form, package size and
type / nmosysamms, mixapcrka dopma,
Po3Mip i THII YIIAKOBKH)

RISPERON® 4 mg film-coated tablets,10 tabléts
per blister, 3 blisters per carton pack

/ PUCIIEPOH® |

TaONETKH, BKPHTI IUIIBKOBOIO 000NOHKOIO,

10 4 Mr, o 10 Tabnerok y Gaicrepi,

o 3 GricTepy B KApTOHHIK HATN

Active substance / niroua pegosuna

Each film-coated tablet contains 4 mg of
risperidone / 1 Tabmerka, BKpHTA IIHAKOBOIO
0GONOHKOKY, MICTHTE: pHEIIEpHAORY 4 Mr

Manufacturing ~ country /  kpaisa- | Bulgaria / Borapis
BrpOSHAK

MA numbei / Homep PIT NeUA{13764/01/01

Batch nﬁinber and size / HoMep Ta | 131041 N

posmip cepii __ _ 9 518 packs /9 518 ymaxosox
Daté of manufacture / Jara supobamursea | 01.2023

Expiry Date / Crpox npuparmocti 01.2026

Name, address and license number of
manufacturing site / Haspa, ampeca i
HOMED IilieH3ii BupoGHmao] ZimeHAT

BALKANPHARMA-DUPNITSA AD.

'3 Samokovsko Shosse Str., Dupnitsa 2600,
'Bulgaria /
BAJIIKAHQAPMA-IOYITHULIA ALl

Byn. Camokorcko Hloce 3, Mymuuns 2600,
bonrapia

Manufacturing license. Ne BG/MIA-0239/
Jlinensis ga prpo6EHNTBO Ne BG/MIA-0239

1505¢3
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Indicator/Tloxkazank

Specification/Cuenpdivania

Result/Pesyanrar

Appearance / Onuc

At release: white, oval, biconvex,

and «4» on opposite sides of the score,
OBaNEBHi ABOONYKI TabNeTKH 3 PHCKOIO,
BKpHTI NMiBKOBOIO 06OHOHKOW, 3
MaprysaHBsM «T» Ta «4%» mo pisai 6Goxn
BiJl PHCKH, poaMip: 14x7,5 mM.

During shelf-life: white, oval, biconvex,
scored, film-coated tablets, marked «T'»
Iiporsrom TepMminy mpuzaTHOCT:
PHCKOIO,

BKpPHTI

«4%» mo pisui Goxu BiA pucKH.

scored, film-coated tablets, marked «T%

and «4» on opposite sides of the score /

Gimi oBambHi ABoomykmi TabieTku 3.
IBKOBOIO-
0bononKor, 3 MapkysammsMm «T» Ta

Complies / Bigmosinae

Identification

{ Inenrudicania
2.1 Risperidone
HPL.C, 260 nm /
2.1 Pacnepuxon
BEPX, 260 am

The retention tite of Risperidone peak
it the chromatogram of the test solution
corresponds to that in the chromatogram
of the standard solution obtained upon
assay

/ Yac yrpaMysamss miky Pucnepmmomy
Ha  XpoMmatorpami  BENpPOOYBaHOTO
pO3YMHY Mae CHIBIAJaTH 3 YacoM
YIpHMYBaHEA Niky Pucoepmmomy ma
XpOMAaTOrpaMi CTAHAAPTHOTG POIWAHY,
OTPEMAHOTO pH KinsKicromy
BH3HAYEHHI. '

Complies / Bignorinac

2.2 Risperidone
HPLC, UV-diode
array detection, 200-
350 nm

/2.2 Pacniepanon
BEPX, Y@ agiogao-
MATpHYHE
HeTEeKTyBaHBS,
200-350 am

The spectrum of the main peak in the

nin to 350 nm should correspond to that
of Risperidone in the chromatogram of
the standard solution

/  ChekTp OCHOBHOIO  Hiky
_XpoMmaTorpami BRNpo6yBaHOro

| po34mHY, OTpMManoi IpH KimekicHOMY:

BH3HAUEHH] 33 JonoMoroo Y@ mioano=
MATPHIHOLO JETeKTOpa, IPH AOBKHHL

cmiemazara 3
_?ﬁcnep}mony Ha
CTAaHAAPTHOTO POIUMHY,

CHSKTPOM  IIKY
XpoMaTorpami

chromatogram of the test solution,
obtained by assay using a UV-diode
| -artay detector, at a wavelength of 200

Ha

xeum Big 200 am a0 350 BEM mOBAHEH |

Complies / Bi,tmo:aiztée

2.3 Titanium dioxide*
/2.3 Tarany piokcag*

orange-red / Posgre nosaHen 6yra Bix
JKOBTO-OPAEKEBOTO  HO  OpamKeso-

9EPBOHOI0 KOALOPY.

The solution should be yellow-orange to

Complies / Bizmosinae
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Average weight

[ Cepenns maca

351-387 mg
/351-387 mr

369 mg/ 369 mMr

Uniformity of dosage
units

[ Oanopingicrs
J030BAHHX OAAHBENE

Acceptance value (AV) for first 10 units
is less or equal to L1, where L1=15,0.
If AV is greater than 15, test the next 20

dosage units. The final acceptance valie -

(AV) of the 30 dosage units 15 less than

or equal to L1 and an individual content"

of dosage units is in the range of
(1£L2x0.01) M, where L2=25,0
/ Tlpuiimansse sucno (AV) 1 mepmmx

10 onummme Menme a60 mopiemioe L1,

ze L1=15,0.

Sxmo AV Gimpme 15,0, pEnpoGyBanss

TIPOBOZATE ACHATKOBO Ay 20 oxAEANE.
Kinnese mpatimansae aucno (AV) ans
30 ommmums Memme abo Aopismoe L1
T4 IHIEBidyanbHHH BMICT ¥ KOXuii

2,8

/ Posnaganns

{ He 6insme 30 xemmmm.,

HozoBamgit  ommmmmi B pianazomi
€12L,x0,01) M, ne L.2=25.0
Disintegration Not more than 30 min 5 min/5 xe

Dissolution At release: Q =80 % in 30 min, Min 102 %/ Minimym
[ Pozumuenns { Ipu sanyexy: Q = 80 % 3a 30 x=. 102 %,
During shelf-life: Q = 80 % in 30 min, | Max 106 %/
/ Hporsrom repminy opaIaTHOCTi: Maxcumym 106 %
Q=80%3a30xs. Aver 104 %/ Cepenne
104 %
Assay At release: 3.8 — 4.2 mg/tablet 3.96:mg
{Kinnkicne { TIpu sanyexy: 3,8 — 4,2 Mr/TabneTxy
BHIHAYCHR S During shelf-life: 3.8 ~ 4.2 mg/tablet
/Tiporarom Tepminy mpugaTROCTI:
3,8 —4,2 mr/rabnetxy
Related impurities ' At release/ IIpn BaOyCKY
{ Cynyrui pomimkn
N-oxide <0,5% Under 0.05 % (0,005)/
Mermze 0.05 % (0,005)
Single unidentified '
impurity / Byas-sixa <02 % Under 0.05 % (0,031)/
AeineaTadikopana Memne 0.05 % (0,031)
Jomimka
Total impurities / <0,5 % Under 0.5 %/ Mennze
Cyma gomimox 0,5%
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Microbiological

{ Total aerobic microbial count (TAMC) | Testt Not Required/
purity * ~not more than 10° CFU/g Tecr He BAMaracThes
{ MikpoGionorigna / 3aransHa  KUIBKICTE  #epoGHEX
qHCTOTA * mixpooprauismis. (TAMC) ne 6imsme
10° KYO/r; _
Total yeasts/moulds count (TYMC) = | Test Not Required/
not more than 107 CFU/g Tecr Be BUMATAETHCH
/ 3BarameEa XimeKicTe wricemesmx i
IpDKIDKOBMX — IpubiB CTYMC) HE
6ieme 10 KYO/r; Test Not Required/
‘Escherichia coli absent in 1 g /| Tecr He BuMaraeThca
" | Bimcyruicte Escherichia coli 8 1 r
|:iipenapary.
Subdivision of tablets/ | The tablets comply with the test if not | Complies / Bignosinae
Posaisenns Tafaerox r’nore than 1 md1v1ciual mass 1s outsxde :

_mass. The tablets fail to comply w1th
the test if more than 1 individual mass is

outside these limits, or if 1 individual

‘mass is outside the limits of 75-125% of

the average mass
/ Tabnetxkn ERIPHMYIOTE
Bnnpoﬁysam gxmio He Oineime opmmiel

' m;mnmya.xmnox MacCH BHXOIOUTE 34 MCXi

85-115 % six
TabneTku HE
pHnpoOypamms, axmo Gimemwe: ommiel
iAEBiTyaIHOT MACH BEXOIHTE 34 Mexki
BCTAHOBJIEHOTO JiMiTy 260 sKmo ompa
lianeinyarera Maca BEXONUTE 28 MeXi
75-125 % Bixm cepenpnoi MacH,

CBP@,[EHBO_I Machy.

IPOXOMSTS .

* The test is performed on each 10® batch per year / Tect nposoauTscs Ha KOXKHIR
necariit cepii poxy.

The batch meets the requirements of QCM for MA Ne UA/13764/01/01/ Cepis sizmosizae
Bumoram MK o PTT Ne UA/13764/01/01.

The packing, labeling and. expiry date correspond to the requirements of QCM / Vuaxosxa,

MapKyBaBHA Ta TepMiH IPEAATHOCTI BiamoBiAa10TH BEMOraM MK,

Storage:

Store in original packaging at a tefiperature below 25 °C. Keep out of the reach of children /
36epirate B opurinanpmi# ynmakosmi mpi Temuepatypi me Bume 25 °C. 36epiraté B
HENOCTYITHOMY IS JiiTeH MicHi.
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I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/ labeling and quality conirol at the above
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch progcessing, packaging
and analysis records were reviewed and found to bé in compliance with-GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / Iam 5
OiOTBEpPIKYIO, N0 HaBeAeHa Brme imdopmartis € nocroBipmor Ta TowHORO. L9 cepig
mpofykdii Oyia BHTOTOBAEHA, BKIOYAOUM IAKYBaHHS, MapKyBaHHA Ta IPOBEHCHHA

pHMoramMu. GMP, BCTaHOBJIEHMMHA MICIEBAM PEryISTOPHHM OpPraHOM, 4 TAKOX BiIIOBiXHO
no-crienrdixamif, Mo MICTATECA B PeECTPAIBHOMY TOCHE, 36TBEpIKEHOMY B YKpalni mis
JOCHIDKYBaHOTO JiKapcekoro 3acofy. IIpoToxosd BRpOOHHITBE, DNaKyBaHHA T
IpoBelieHHd aHanizis Oynm mepesipemi, BeTanomneHo Bigmosigmicrs. sEmoram GMP T1a
HiMUCaHO BiINOBIAaNsHAMA 0Co0aMu BupoCHAKE.

Compiled by/IligroTosmeno: Issued by/Bunaso:
Quality A§surance/ : Qualified Person/Ynosaopaxena ocoba:
Bigainom 3ale3neuenns AKOCTI

V.W DKatsaroval JUKanagGsg)
| g,

Date/ Jlata: 05.10.2023 Date/ Tata: 05.10.2023
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