JEPIKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMHA y m. KHEBI

npos. Hanii Citnuuioi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
PO sIKiCT> BBE3EHOro B Y kpaiuy J1ikapcbKoro 3ac00y

30.09.2025 Ne 49371/25/26

PUCIEPOH®
(naiisenymnis alkapeskoro 3acoby SFANO 3 PCCCTPAILTHHUM NOCBIAMCHISNM)
TaGaeTKH, BKPHTI 11iBKOBDIO 000J1011K030, 110 4 mr, no 10 Tabuerox y Guicrepi, o 1 6aicrepy
B Kapronmiii nauii
(chopmia BUITYCKY, ZO3Y BAHHS, BAR NAICYRARIA nikapesKoro 3acody)

Homep pecerpatifinoro nocsinierma UA/] 3764/01/01 ctpok ail peecTpauiiinoro NoCBIAMCHHS HeobMemeHni

Cepin nikapcbkoro 3acoby Ne 167388 KinbkicTh BBE3CHOO Nikapobkoro 3acody 1240

Bupodunk BATIKAHDAPMA-JIYTTHULISE AL, Bosrapis

(naiiMciy 8ailis BUPOOILKa ATKAPCLKOro sacoby. kpaiia HONOJUKCHNS)

Baeseno s Yipainy CrijibHe yKpailichK0-CCTOHCHLKC HIPHCMETBO Y dopmi TosapucTia
3 oBmeacerioro sinnosigaasnictio "Onrima-Mapm, JITI", inenr, wou:
21642228

(b Mmenynanns Ta ko4 sa CJIPTIOY opuiiiitol ocoGu abo npizariLe, iM's, 1o GarTbkoBi (PisuHOT
OCOIM - NiANpHeMWL, 1T MiCue NpoRUBaNL Ta peccrpauifinmg nomep o0HikoBOT KapTKH MAIATINIKA
noaarkin abo cepis Ta HOMEP NacnopTa)

[pororon sisyansuoro korposio sin 30.09.2025 X 3591 /01.10-25/4.

3a  pesynbTataMi  ACPHKABHOMO  KOHTPOMO  BCTAHOBAEHO, WO nikgpeekuit  3aci6  Beeseno B Ykpalhy 3

NOTPUMAITHIM sumor 3AKOMONABCTRA WOJO 3abeaneuents akocTi Ajkapehinx 3acobin.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHP®IKAT SIKOCTI CEPI{ JIIKAPCHKOT'O 3ACOBY

Name of product / Hazpa nponyxry
(strength, dosage form, package size and
type / nmosymamus, Jiikapceka Qopma,
PO3MIp 1 THII YIIAKOBKH)

RISPERON®

4 mg film-coated tablets,10 tablets per blister,
1 blister per carton pack with the labeling in
Ukrainian /

PUCIIEPOH®

TabNneTKy, BKPHTI IUIBKOBOO 00O0JIOHKOXO, 110 4 MI,
no 10 <rabnerox y Onicrepi, mo 1 OmicTepy B
KapTOHHI# na4yni 3 MapKyBaHHAM YKPaiHCBKOIO
MOBOIO

Active substance / firoya peuoBHHa

Each film-coated tablet contains 4 mg of risperidone
/ 1 tabnerka, BKpHUTAa IIBKOBOIO 0G0IOHKOIO,
MICTHTP PHCIIEPHIORY 4 Mr

Manufacturing  country /  «xpaiua- | Bulgaria / Bonrapis
BHPOOHHK

Marketing authorization number / Homep | UA/13764/01/01
PCECTPAINHHOTO TTOCBIUCHHS

Batch number and size / Homep Ta | 167688

posmip cepif . : 7881 packs / ymakoBox
Date of manufacture / Jlata supo6uunrsa | 01.2025

Expiry Date / Ctpox npmmatHocTi 01.2028

Manufacturer name, site address and
manufacturing authorization number /
Hasga, agpeca 1 HOMep JiUeHsil
BUpOGHUIOT TTHHIIT

BALKANPHARMA-DUPNITSA AD.

3 Samokovsko Shosse Str., Dupnitsa 2600, Bulgaria
/

BAJTIKAHOAPMA-IVYITHULIA AT

Byi1. Camoxoscko IHoce 3, Hymmumus 2600, Bosrapis

Manufacturing authorization No BG/MIA-0427 /
Jlinensist va BupoGuuurso Ne BG/MIA-0427
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Indicator / Hoxaznux

Specification / Cnenndixanis

Result / Pesyanrar

Appearance /[ Onuc

At release: white, oval, biconvex, scored,
film-coated tablets, marked «T» and «4»
on opposite sides of the score, size: 14x7.5
mm /

Ilpn sumycky: Gini oBaneHi J1BOOMYKII
TabNeTKH 3 PHCKOI, BKPUTI TLIBKOBOIO
06OJIOHKOI0, 3 MapKyBaHHAM «T» Ta «4»
10 pisni Goxu Bix prckw, posmip: 14x7,5
MM.

Complies / Bigrnosigae

Identification /
InenTndixanis
2.1 Risperidone
HPILC, 260 nm /
2.1 Pucnepunon
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 solution obtained upon assay /

Yac yTpuMyBaHHs ITiKy Pucnepuuony Ha

Xpomarorpami BHIPOOYBAHOTO  PO3UHIY
Mae CIIBIAfaTH 3 9acoM  YTPUMYBAHUS
mixy PucnepwaoHy Ha - Xpomarorpami
CTAHAAPTHOrO PO3YHHY, OTPHMAHOIO IIpH
KUIBKICHOMY BU3HAYECHH].

Complies / Biznosinae

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

2.2 Pucucprjgon
BEPX, Y® piogno-
MaTpu4yge
HETeKTYBAHHS,
200-350 um

The spectrum of the main peak in the

chromatogram of the test solution,
obtained by assay using a UV-diode array
detector, at a wavelength of 200 nm to 350
nm should correspond to that of
Risperidone in the chromatogram of the
standard solution /

ChexTp OCHOBHOTO IIKYy Ha XpomaTorpami
BUIPOOYBAHOrO  PO3UMHY, OTPUMAHOIO
Opu  KUTBKICHOMY — BH3HAYeHHL 32
gomomororo Y@  HOAHO-MATPUYHOTO
nerexTopa, Ipu KoxuHi xeuil ig 200 Hu
no 350 HM TIOBHHEH CTHiBIAJATH 31
cmextpom  miky — Pucnepuzmomy  na
XpoMaTorpami CTaHJapTHOro PO3YMHY.

Complies / Bignonizae

2.3 Titanium dioxide*
/
2.3 Turany pioxcun*

The solution should be yellow-orange to
orange-red / Pozuun mosuHeH OyTH BiJL
FKOBTO-OPAHIKEBOTO hiCe) OpaHIKeBO-
YepBOHOT'O KOJBOPY.

Complies / Bigmosinae

Average weight /
Cepeyusg Maca

351-387 mg / 351-387 mr

370 mg / mr
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Uniformity of dosage

units /

CauopixHicTs
NO30BAMMY. OJVLHUIL

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 value
(AV) of the 30 dosage units is less than or
equal to L1 and an individual content of
dosage units is in the range of (1+Lx0.01)
M, where L2=25,0/

Tlpuimanere yncro (AV) mna nepmux 10

onuHuubp MeHme abo popiBHioe L1, ne
L1=15,0.

Sxmo AV 6umme 15,0, sunpobysanus
IPOBOJATL HOHATKOBO Juist 20 ONHHULE.
Kinnere mpriimansae yucno (AV) s 30

omaHmus Memme abo gopismioe L1 Ta

KOMCHIT
IanasoHi

iHIuBiIyanpHEME  BMiCT Yy
JO30BaHlf  ONMHMII B
(1£L2x0,01) M, me L2=25,0

4,1

Disintegration /

Not more than 30 min /

5 min/ xB

Posnananus He 6inpme 30 xsummn.

Dissolution / At release: Q =80 % in 30 min. / Min / Minimym 103 %,

Po3zunnenns Mpu Banyexy: Q = 80 % 3a 30 xs. Max /Maxcumym 108 %
Aver/ Cepemue 106 %

Assay / At release: 3.8 — 4.2 mg/tablet / 3.91 mg/tablet /

Kinpxicue pu Banycky: 3,8 — 4,2 mr/rabnerky 3,91 mr/rabnerxy

BH3HAYCHHS '

Related impurities /
Cynyrai xoMimxu

At release / Ilpn Bunycky

N-oxide

Single unidentified
impurity / Byas-sixa
HeipeuTndikoBana
AOMILIKA

Total impurities /
Cyma nomiurox

<0,5%

£0,2%

£0,5%

Under / Menme 0,05%
(0,007%)

Under / Menme 0,03%
(0,033%)

Under / Menue 0,5 %
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Microbiological Total aerobic microbial count (TAMC) ~ | Test not required /

purity * not more than 10° CFU/g / 3aransza | Bunpo©ypants He
/ Mixpobiomoriyna KiTBKiCTS  aepoGHUX — MIKPOOPraHi3miB | NPOBOAMIIOCH
YHCTOTA * (TAMC) ue Ginpuie 10°KYO/r;

Total yeasts/moulds count (TYMC) - not | Test not required /
more than 10? CFU/g / 3aranspa kinbkicTs | BunpoOysanus e
mmiceHeBux 1 APDKIVKOBHX rpubiB | IPOBOAMIIOCEH

(TYMC) ue Ginpue 102 KYO/r;
Escherichia coli absent in 1 g /| Testnotrequired/
Bijcyraicts Escherichia coli 8 1 r | BunpoGysanmus ne
Hperapary. IPOBOJIMIIOCE

Breakability test / The tablets comply with the test if not | Complies / Bignosinae
Pozgisenns Tabierox | more than 1 individual mass is outside 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 1 individual mass is
outside the limits of 75-125% of the
average mass /

Ta6neTkn BUTPUMYIOTH BHIPOOYBaHHI,
JKImo He Gimpiue onHiel HIUBIXyaILHOI
MacH BHXOIMTH 3a mexi 85-115 % Bin
cepepupoi Macu. Tabmetku HE MPOXOHUITH
punpofysanns, sixuio Oinpme  opmiel
iHUBILYaIbHOI MacH BHXOIMTH 3a MeXi
BCTAHOBJIEHOrO JimMiTy abo 4KUIO OnHa
[HMBifyaTsHa Maca BUXOJHTH 32 MeEXI
75-125 % Bix cepeanbOl MacH.

* The test is performed on each 10" batch per year / TecT HPOBOUTLCS HA KOXKHIH JCCSITIH
cepil poKy.

The batch meets the requirements of QCM for MA Ne UA/ 13764/01/01 / Cepis Bimnosizae
pamoram MKSI no PIT Ne UA/13764/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Ynaxosxa,
MApPKYBAHHS TA TEPMIH IPMIATHOCTI BIOBIIAIOTE BUMOTaM MK

Storage: .

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children /
36epirati B OpUTiHANGHiN YIAKOBLI IPH temmeparypi He pume 25 °C. 3Gepiraté B
HEIOCTYIHOMY IJIsl [iTel Micl.,

I 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 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
medicinal product. Batch 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. / Lam s minTsep/pKyro, IO HaBeleHa BHIUC indopmanis €
nOCTORipHOIO Ta TouHOW. s cepis mpomykuil 6yna BUTOTOBNEHA, BKIOUAIOWH NaKyBaHHH,
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MAPKYBAHHs Ta IPOBENEHHS KOHTPONIO 1T AKOCTI Ha 3a3HaueHId BEpoOHUUIH JinsHI ¥ TOBHIH
Bigmosinuocri 3 BumMoramu GMP, BCTaHOBIIEHUME MICHEBHM PETYISITOPHUM OPraHoM, @ TAKOXK
BignosigHo o crnenmgikanif, WO MICTATHCS B PEECTPallifHOMY HOCLE, 3aTBEPIKEHOMY B
Vipaini mnust sikapeskoro sacofy. Ilporoxonn BupoCHHULTBA, HAKYBaHHS Ta TNPOBEIEHHS
aHai3iB Oyiu repeBipeHi, BCTAaHOBJAEHO BimnoBimuicts Bumoram GMP ta mimnucano
BIIDOBIDAIBHUMHI 0cobaMK BUPOOHHKA.

Compiled by / ITinrorosneno: Approved by / 3aTRepmKeHo:

Quality Assurance / Bijuin 3abeareaeHsst Qualified Person: / YnosHOBaxkeHa ocoda:

STKOCTI

Mehmed Kungvov / Mexwmel Kynrson Mariana Stoilova / Mapiana Croinosa
e, YA

Date/ Jlara: 07.02.2025 Date / Jlata: 10.02.2025
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