NEPYABHA CIIYIKBA 3 JMKAPCLKUX 3ACOBIB
TA KOHT?0J10 3A HAPKOTUKAMH y m. KHEB]

npos. Haaii Ceitanunof, 3, 02099, ren. (044) 295-26-85
E-ma |: dis.kyiv@dls.gov.ua, Kon CJIPTIOY 37079055

BUCHOBOK
Npo AKicThL BBE3cHOro B YKpainy JikapebKroro 3acoby

30.09.2025 Ne 49370/25/26

PUCITEPOH®

(HafiserHy Bz nikapebroro 3acoby 3rinno 3 pecerpautifinma NOCRIMEHIAM )
TabACTIN, BRPUTI IUIBKOBOIO 0004101K010, 110 2 MT, 1o 10 Tabacerok y Gaicrepi, no 1 baicrepy
B KApTOHHIIT navui

(opra BAITYCKY, 103y BaHIS, B TAKy BAHHS HKAPCLKOTO 3ac00Y)

Homep pecerpatiiinoro nocsinuents UA/13764/01/02 crpox aii peccrpauiiinoro nocsinuenns HeobmeweHu

Cepis nikapebroro 3acody Ne 167609 KinbkicTs BBCICHOrO Jikapchkoro sacoby 1680
Bupobik BAJTKAHDAPMA-LYTIHULSL AJT, Bonrapis
(nadvcny Bainis BUPOGIMKA NTIAPCHLKOIO 3a¢00y, KPaiHA NOXOIKEIIN)
Bueseno n Vipaiiy Cruibie yRpaiichKo-cCTONCHLKE mianpueMerso y gopmi rosapucrsa
3 o€émexkenolo signosinaasnictio ""Ourima-@apm, JITH'", inent. xon:
21642228

(nadistenyvasinsg Ta ko 3a EAPTIOV opuassinoi ocobu alo npizsuine, iv'a. no 6arbkosi disuinor
OCOTH - MATPHEMIS, 1T MICLE TPOKHBAHIN TA PECCTPALIFIIT HOMEP 00AIKONOT KAPTKH IATHHKD
noarkis ado cepis Ta Homep nacnopTa)

[Ipororon wisyansuoro kowrpostio nix 30.09.2025 X 3591/01.10-25/3.

3a  pesynbTatamMp  ACPIKABHOIO  KOHTPOSIO  BCTAHOBIEHO, WO Jikapcbikull 3acib  Beeseno B Ykpainy 3
AOTPHMAHHAM BHMOr 3aKOHOAABCTRA WOAO 3abe3neuents SKocTi A @Z‘hkux 3acodib.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPII JJIKAPCBKOI'O 3ACOBY

Name of product/Haspa npoaykty
(strength, dosage form, package size and
type / mosysauHs, Jikapceka- dopma,
PO3Mip i THIT YIAaKOBKH)

RISPERON® 2 mg film-coated tablets,10 tablets per
blister, 1 blister per carton pack with the labeling
made in Ukrainian

/ PUCITEPOH®

TabMeTKH, BKPHTI IUTIBKOBOIO 0O0JIOHKOIO,

no 2 mr, 1o 10 rabnerox y 6iicrepi,

no 1 6nicrepy B KApTOHHIH Naylli 3 MapKyBaHHSIM
YKPalHChKOIO MOBOIO

Active substance / niroua peuoBHHa

Each film-coated tablet contains 2 mg of risperidone
/ 1 Tabnerka, BKpUTA ILIIBKOBOIO 0O0JIOHKOKO,
MICTHTb PHCIIEPUNOHY 2 MT

Manufacturing country / xpaiHa-BUpOOHHUK

Bulgaria / Bonrapis

MA number / Homep PII UA/13764/01/02

Batch number and size / Homep Ta po3mip | 167609

cepil 15159 packs /15159 ynaxoBox
Date of manufacture / [Jata supobuunrsa | 12.2024

Expiry Date / Crpox npuaaTHOCTI 12.2027

Name, address and license number of
manufacturing site / Ha3ssa, anpeca i Homep
ninensii BUpoOHIYOL AiNMbHHULI

BALKANPHARMA-DUPNITSA AD.
Ul Samokovsko Shose 3, Dupnitsa 2600, Bulgaria /

BAJIKAHOAPMA-IYITHULIA ALl
By Camoxoseko Hloce 3, Qynuuug 2600, Bonrapis

Manufacturing license Ne BG/MIA-0427 /
Jlinensis na pupobuunreo No BG/MIA-0427
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Indicator/Iloxaznux

Specification/Criennixanis

Result/Pesyaprar

Appearance / Onuc

At release: white, oval, biconvex, scored,
film-coated tablets, marked T2, size:
10x5 mm. / Ilpa sanycxy: Ginl oBanpHi
IBOOIYIKJ TabJaeTKH 3 PUCKOIO, BKPHTI
IHBKOBOIO OOOJIOHKOIO, 3 MapKyBaHHIM
T2, posmip 10x5 MM.

During shelf-life: white, oval, biconvex,
scored, film-coated tablets, marked T2. /

| Hporstrom Tepminy npmmarsocri: 6ii

OBaJbH] MBOOMYIUTE TabNIeTKH 3 PUCKOIO,
BKPUTI  IUIBKOBOK  OOOJIOHKOIO, 3
mapkysagasam T2,

Complies / Binnosinae

Identification
[ Inentndikanis

2.1 Risperidone HPLC,

260 nm/
2.1 Pucnepuaon
BEPX, 260 am

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  TIiKy
Pucnepunony Ha XpoMarorpami
BUNPOOYBAHOTO PO3YMHY MAE CIIBIAJATH
3 9acoM YTPUMYBaHHS MKy
Pucnepunomy Ha XpoMarorpami

| CTAaHJAPTHOTO PO3UUHY, OTPUMAHOI0 IpH

KUIBKICHOMY BH3HAYESHHI.

Complies / Binmnoginae

2.2 Risperidone

HPLC, UV-diode array
detection, 200-350 nm /
2.2 Pucnepugon
BEPX, Y® ngiogno-
MaTpHYHE
NETeKTYBAHHSI,

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

1350 nm should correspond to that of

Risperidone in the chromatogram of the
standard solution / Crexrp 0CHOBHOrO
MKy Ha Xpomarorpami BHIIPOOYBaHOIO
pO3YMHY, OTPUMAHOI TPH KiJBKICHOMY
BH3HAYEHHI 3a A0n0oMOToR Y@ mioxHo-

| MarpuidHoro JEerexTopa, IIpH ,HOB)KI’IHi

xpuiti Big 200 am po 350 UM ITOBMHCH
CriBIazaTy 31 CHEKTPOM Ky
Pucnepunony Ha XpoMaTorpami
CTaHIAPTHOTO PO3YHHY.

Complies / Bignozizae

2.3 Titanium dioxide* /
2.3 Turany gioxena*

The solution should be yellow-orange to

orange-red / Posunn nmoBuues SyTH Bix

JKOBTO-OPAIKEBOTO pile]

YepBOHOI'0 KONBOPY.

OpaHKERO-

Complies / Binmosinae

Average weight
/ Cepeanst Maca

175-194 mg
/ 175-194 mr

183 mg /183 mr
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Uniformity of dosage
units

/ QpropiaicTs
HO30BAHMX OJMHMIE

| inguBiAyanbHuH

Acceptance value (AV) for first 10 units
is less or equal to L1, where L.1=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£L,x0.01) M, where L2=25,0

/ Upuniimasnere aucno (AV) ans mepmx

| 10 omunuue Mernte abo nopisaioe L1, ne

L1=15,0.

SAxmo AV 6inpme 15,0, BanpobyBaHHS
NPOBOASTH JOAATKOBO Uit 20 OMMHMUD.
Kinnese npuiimainsie gucio (AV) g 30
omunune Menme abo popismroe L1 Tta
BMICT Yy  KOXKHil
no3oBaHi  ojuEMIi B JianasoHi
(1£12%0,01) M, e 1.2=25,0

s

Disintegration

Not more than 30 min

5 min/ 5 XBunuH

/ Poznaganus / He Ginpuue 30 XBHIIHH.
Dissolution At release: Q = 80 % in 30 min. Min 95 % /

{ Po3ynHeHHs

/ Ipu panycxy: Q = 80 % 3a 30 xs.

| During shelf-life: Q = 80 % in 30 min. /

IIporsirom Tepminy MPUIAATHOCTI:
Q =80 % 3a 30 xa.

Minimym 95 %
Max 100 %/
Maxcumym 100 %,
Aver 98 %/
Cepenne 98 %

Assay At release: 1.9 — 2.1 mg/tablet / 1.99 mg/tab /
[ Kinnkicne py sunycky: 1,9 — 2,1 mr/rabnerxy 1,99 mr/tab
BH3HAYEHHSI
During shelf-life: 1.9 — 2.1 mg/tablet /
Iporsirom TepMiny NPHIATHOCTI:
1,9 — 2,1 mr/rabnerky
Related impurities / At release / During shelf-life /
CynyTui gomMimxu IIpu BunycKy IIporsirom
' TepMiny
NPUIATHOCTI
N-oxide <0,5% <0,5% Not detected /
He Busipneno
Single unidentified
impurity / by xs-saxa <02 % <02 % <0,05 % (0,047 %) /
neigedTuPikonana ‘
AoOMiIIKa
Total impurities /
Cyma nomimox <0,5% <0,7% <0,5 %/
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Microbiological Total aerobic microbial count (TAMC) -

urity* / not more than 10° CFU/g/
Mixpo0ioJoriuua | aranpHa KUTBKICTB aepobuux
yucerora® mixpoopramismis (TAMC) ne 6insue 10°
KYO/r, Not conducted /

Total yeasts/moulds count (TYMC) — not | He nposoauncs
more than 10> CFU/g /

3aranbHa  KUIBKICTH  MJTICEHEBHX i
| npismrosnx rpubis (TYMC) He Ginbure
102 KYO/r;

Escherichia coli absent in 1 g /
Bincyrricts Escherichia coli 8 1 1
Iperapary.

Subdivision of tablets / | The tablets comply with the test if not | Complies / Bijosinae
Posginennst rabaerox | 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. /

Tabnerky BUTPUMYIOTH BHIIPOOYBAHHS,
sKIo He Olnpiie omHiel impuBiAyanbHOL
MacH BHXOIUTH 3a Mexi 85-115 % Bin
cepenupoi Macu. TabnerTiu He TPOXOAATH
BUIIpOOYBaHHs, KO Oinplue omHiel
| iHaEBIAyaIBHOT MacH BUXOIMTDL 3a MEXI
BCTAHOBJEHOTO JiMiTy ab0 SKINO OJHa
IHAMBiAyanEHA Maca BEXOMMTE 32 MEXi
75-125 % Bij cepeHbo] MacH.

*The test is performed on each 10" batch per year. / TecT npoBoauThes Ha KOXKHIA AecsTill cepii
poKy. - :

The batch meets the requirements of QCM for MA Ne UA/13764/01/02. / Cepist Binnopinac
pumoram MICT no PIT Ne UA/13764/01/02.

The packing, labeling and expiry date correspond to the requirements of QCM. / Vmakoexa,
MapKyBaHHs Ta TEPMiH IpuaaTHOCT] BianmoBigaroTs Bumoram MKSL.

Storage: store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 36epirate B opurinanbiit ynaxosui npu Temneparypi e puie 25 °C. 36epiratn B
HEJOCTYIHOMY JJIST JiTeH MiCHi.

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
investigational medicinal product. The 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. / ITum st mATBEPAKYIO, 1O HaBeACHA
pume indopmamis € mocToBipHOW Ta ToyHOM0. L cepis mpomykuii Oyma Burotossena,
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BKJIFOYAIOYM [AKyBaHHsd, MAPKYBAHHA Ta KOHTPOIb SKOCTI Ha 3a3HadueHi# BHpOOHMYIN HiLAHLI Y
MOBHIM BigmoBixHocTi 3 BuMoramy GMP, BCTaHOBIEHMMH MICIEBHM DPErYISITOPHEM OPraHoM, a
TAKOXK BiAOBIAHO 1o crremmikanif, 1O MICTITECS B PEECTPaLifHOMY JOCHE, 3aTBEPIOKEHOMY B
Vipaiui. Ilporoxonu BupoOHMUTBA, NAKyBaHHS K Ta IPOBENEHHs aHaii3iB Oynu meperipeHi,
BCTaHOBJIEHO Bigmosingicts suMoram GMP Ta nixmucano BioBigansEaMe ocobamu BUpoOHHKA.

Issued by / Bupnano: .
Qualified Person / Ynosaosaxera ocoba:

Veselina Galeva-Karakoleva /
Becenuna[anesa-Kapakonesa

Sl

Date/ Hara: 30.01.2025
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