AEPKABHA CJIVIKBA 3 TIKAPCHKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHUIBCHKIA OBJIACTI

npoB. Ceitauunoi Hapdi, 3, m.Knie, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko{@dls.gov.ua, Koa CAPITOY 37078774

BHCHOBOK
npo SIKICTH BBE3eHOro B YKPaiHy JikapebKoro 3acoly

27.01.2025 Ne 1370/25/10

PHUCHEPOH®

{naitsenysanys nixapeskoro sacoBy ariano 2 pecorpauiitnna nocsigennm)
TABAETKY, BRPHTI ILTIBKOBOIO 0001011KO010, f10 2 MT, 110 10 TabaeTok y GaicTepi, no 3 Gaicrepu
B KapTOHHiil nayui

{dhopma suRyeKY, A0TYRANIL, BRI NAKYBARIIL NiKAPCLEOTD 32c00Y)

Hontep peectpauifitoro nocsimmenns UA/13764/01/02 crpox aif peecrpauiitnoro nocaimenys 01.01.2099

Cepin aikapesroro aacody Me 147358 Kinbkicrs BBezenoro jikapeskoro aacody 480
Bupofuik BAJTKAHOAPMA-TVITHUIISA AL, Boarapis
{(nalimenysanna anpoBuika nikapeskora 3acofy, Kpaiia NOXOKCHHA)
BaeseHo.B Vipaity Crisbae ykpaiHebKo-ecTOMCBKE RIAHNPHEMCTBO ¥ opsi TOBapHCTBA
3 ofMexeHoN0 BiINOBigaabHicTI0 "OnTiMa-Papm, ATH", inenr. xoa:
21642228

(ualtmenyparna 1a koa da €APHOY wprainei ocodl abo npiznsne, iv's, no GatLkosi (izinmoel
ocofi - gignpnemng, I Micte DPoXUBAHEY Ta peecTpaniiiuti HoMep 0GHiKOBOT KAPTRI MAATHIKG
noaatkia a0 copist Ta HOMEP RACTIOPTA)

Mporoxen Bisynaknoro xeurpomo siz 21.01.2025 N 0093/8.

3a pesyaeTarami AEPKABHONO HKOHTPONIO BCTAHOBABHO, IO AiKapcekuit  3acif  nmeseHo & Yepainy 3
AOTPHMAHHAM sHMOr 3aKCHOAABCTEA IOAC 3a0e3NeteHHd AKOCT] mikapesrux 3ac00iB.

LON | __' Onzra EPLOMEHKO
:‘%W P ?:O'H“rpbmb) ' (ninams) {iminiams ta npissmne)
E-33
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT SIKOCTI CEPII JIKAPCHLKOI'O 3ACOBY

Name of product/Hassa nipoznyxry
(strength, dosage form, package size and
type / nosysamHs, nixapcska (Gopma,
PO3MIp 1 THII YIAKOBKH)

RISPERON® 2 mg film-coated tablets, 10 tablets
per blister, 3 blisters per carton pack with the
labeling made in Ukrainian

/ PUCTIEPOH®

TabNeTKH, BKPHTI INIBKOBOKO 0GONOHKOIO,

no 2 mr, o 10 Tabnerok y dnicrepi,
no 3 Omicrepa B KapTOHHIN
MapKyBaHHIM YKPAIHCHKOIO MOBOIO

mauld 3

Active substance / niroua pegosuHa -

Each film-coated tablet contains 2 mg of
risperidone / 1 Tabnerka, BKpUTA IITiBKOBOKO
0B0TIOHKOI, MICTHTE PHCIIEPUTOHY 2 MT

Manufacturing  country /  xpaima- | Bulgaria / Bonrapis

BHPOOHIK

MA number / Homep PIT NoUA/13764/01/02

Batch number and size / Homep Tta | 147358

po3Mip cepil 19 636 packs/ 19 636 ynakosok
Date of manufacture / JTata pupobaunrsa | 12.2023

Expiry Date / Crpox npmaarrocri 12.2026

Name, address and license number of
manufacturing site / Hassa, ampeca i
HOMEp yinensil BupoGHuyol minpuumi

BALKANPHARMA-DUPNITSA AD.
3 Samokovsko Shosse Str., Dupnitsa 2600,

Bulgaria /
BAJIKAHOAPMA-IYITHULLT AJT

ByJ1. Camokoscko Iloce 3, Qymuuis 2600,
Bosrapist '

Manufacturing license Ne BG/MIA-0399 /
Jlinenzis va BupoGuuutso Ne BG/MIA-0399

/%?" L 7 /A(j"{(a/

/b {’C"(:) e Va/gi
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Indicator/Tloxaznux

Specification/Cnenudirauis

Result/Pesynprar

Appearance / Onuce

At release: white, oval, biconvex,
scored, film-coated tablets, marked T2,
size: 10x5 mm / Hpu sBunyexy: Gini
OBaUIBHI IBOOILYKII TabJIeTKU 3 PHCKOIO,
BKpHI1 IUHBKOBOKO  OBOJIOHKOIO, 3
Maprysanusgm 12, posmip 10xS mm.,
During  shelf-life:  white, oval,
biconvex, scored, film-coated tablets,
marked T2 / Tlporsrom Tepminy
upupaTaocri: 6imi oBampni gBOONYKII
TabJIETKH 3 PUCKOIO, BKPUTI IUIBKOBOIO
000JI0HKOI0, 3 MapKyBauHsaM T2.

Complies / Binmosinae

Identification

[ Inemrudicania
2.1 Risperidone
HPLC, 260 nm /
2.1 Pucnepujion
BEPX, 260 uw

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 / Uac yrpumysamHs mixy
Pucnepumony  ma  xpomarorpami
Bunpobysanoro PO3UHHY Mae
CHIBNIAJIATH 3 9aCOM YIPHMYBAHHS MKy
Pucnepunony  Ha XpomaTorpami
CTAHZAPTHOIO PO3YHHY, OTPUMAHOIO

IIDH KUIbKICHOMY BH3HAUEHII.

Complies / Binnosinae

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

/2.2 Puenepunon
BEPX, Y& zionuo-
MaTpHYHE
BeTeKTYBAHHS,
2006-350 mw

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 / Crmextp
OCHOBHOTO HiKy Ha Xpomarorpami
BUIPOOYBAHOTO PO3UMHY, OTPHMAaHO!
0Py KUTBKICHOMY — BU3Ha4eHHI 3a
nomoMororw YO  mioaHO-MATPHYHOrO
JCTEKTOpa, IIpy Josxwmui Xl sig 200
HM 10 350 #M OBUHEH cHiBNanaTty 3i
CHEeKTPOM  TiKy Pucnepupony wma
XPOMATOTPAaMi CTAHJAPTHOTO PO3YMHY.

Complies / Bianosigae

2.3 Titanium dioxide*
/2.3 Turany mioxenp*

The solution should be yellow-orange to
orange-red / Posyun moswuen Oyrty Bin
KOBTO-OPADKEBOIO IO  OParikeBo-
YEPBOHOTO KOJILODY.

Complies / Binnosinae

Average weight
[ Cepenns maca

175-194 mg
/ 175-194 mr

184 mg/184 mr
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Uniformity of dosave

Acceptance value (AV) for first 10 units

3,0

units is less or equal to L1, where L1=15,0.
[ Opuopinuicrs [f AV is greater than 15, test the next 20
AgzoBapmx opuumuy | 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£L2x0.01) M, where 1.2=25,0
/ Tpuitmansre qucno (AV) wa mepmx
10 omuunis Menue abo mopismioe LI,
ne L1=15,0.
Sxmo AV 6insure 15,0, sunpoSysanas
IPOBOAATE JOZATKORO mist 20 ONHHHIE,
Kinuese npulimaisue uncno (AV) ms
30 onwmune MeHwe abo jopismioe L1
T4 HIMBIXYaTBHUE BMICT y KOXKHIlM
HosoBamif  omuuuui B giamasomi
(1£12x0,01) M, ne L2=25.0
Disintegration Not more than 30 min 6 min/6 XBUIHH
/ Posnananus / He 6imbie 30 xsumum.
Dissolution At release: Q = 80 % in 30 min. Min 98 %/ Minimym 98
[ Posunuenus / Tpu sunycky: Q = 80 % 3a 30 xs. %
During shelf-life: Q = 80 % in 30 min. | Max 102 Yol
/ TIporsarom Tepminy HpuIATHOCT: Maxcumym 102 %,
Q=80 % 3a 30 xs. Aver 100 %/ Cepenne
100 %
Assay At release: 1.9 — 2.1 mg/tablet 1.99 mg/tab /
[ Kinpxicue / Ipu Bunycky: 1,99 mr/taé
BHIHAYCHEH 1,9 - 2,1 mr/rabuerky

During shelf-life: 1.9 - 2.1 mg/tablet
/ Iiporsirom TepMiny HPHEATHOCTI:
1,9 - 2,1 mr/rabnercy

Related impurities / At release/ lipu | During shelf-life
Cynyrai govimrn BROYCKY / Ilperarom
Tepminy
NpHIATHOCT
N-oxide <0,5 % <0,5 % Not detected/ He
BUSIBIICHO
Single unidentified
mpurity / Byrs-axa <02 % <0,2 % Under 0,05 % (0,042)/
Heixentndikonana Menmre 0,05% (0,042)
Aomimea
Total impurities / <0,5 % <0.7 %
Cyma gemimox » ' Under 0.5 %/ Mene
0.5%
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Microbiological
purity *

[ Mirpo6ioaoricina
YHCTOTR *

Total aerobic microbial count (TAMC)
~ not more than 10° CFU/g

/ 3arampHa  KimbKicTh aupoormx
Mirpoopramismis (TAMC) se Giisme
1P KYO/r,

Total yeasts/moulds count (TYMC) —
not more than 10° CFU/g

/[ 3aransma Kinekicts mmicemenmx i
IPLKIDKOBUX rpubis  (TYMC) =me
6inpme 10 KYO/r;

Escherichia coli absent in 1 g /
Bincyrricrs Escherichia coli 8 1 r
npenapary,

Not conducted/ He
IIPOBOIUBCS

Subdivision of tablets/
Pozminenas rabierow

The tablets comply with the test if not
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

/ Tabnerxn BHTPHMYIOTE
BHIPOOYBAHHES, KO He BLIBLIE Ommie]
IHAUBIAYaIBHOT MACH BUXOMMTE 33 MEXI
85-115 % Bim cepemssoi wMacu.
Tabnern HE IIPOXONATE
BHIPOOYBaHHs, sSKWO Oinpire omiel
IH/IMBIIYaNBEHOT MACH BEXOIATS 38 M
BCTAHOBJICHOTO JiMiTy abo KO oxHa
Tamusigyanssa Maca BEXOMUTS 38 Mexi
75-125 % Bix cepennpol Macy.

Complies / Bignoginae

“The test is performed on each 10" batch per year / TecT npoBOAMTECA Ha KOXKHIH
necariy cepii poxy.

The batch meets the requirements of QCM for MA N

BrMoram MICST no PIT Ne UA/13764/01/02.
The packing, labeling and expiry date correspond to the requirements of QCM / Yirakosxka,
MapKyBaHHs Ta TEPMIH OPUAATHOCTI BimoBinaoTs BuMoramM MK SL

Storage:

UA/13764/01/02/ Cepis Bigmosinae

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children /
36epiraty e opuriHambHif ymakosmi mpu Temneparypi we sumie 25 °C. 36epiratn B
HCOQCTYITHOMY IUist JiTed Mici.
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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
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. / Lluum s
HIATBEPIKYIO, MO HaBeleHa Buie imdopMamis ¢ HOCTOBIPHOIO Ta TOUHOW. Llg cepis
npoayxuil Oyia BHTOTOBNEHA, BKIOYAIOYM I[IAKYBAHHS, MAPKYBAHHA Ta IPOBENCHHS
KOHTPOIIO 1I 4KOCTI Ha 3a3HadeHidl BupoGHmwilt AUMHII y moBHIM Bimmosimmocti 3
BuMoramMu GMP, BCTAHOBIEHEMH MICHEBHM DEryIaTOPHHM OPraHOM, & TAKOYXK BiAMOBIIHO
o cnenrdikanili, mo MICTATECA B peecTpaliiHOMy OChE, 3aTBEPIKCHOMY B YKpaiti s
MOCHILKYBAHOTO  JHKApChKOro  3acoby. IIpOTOKOME — BHPOGHHITEA, [IAKYBaHHS T4
NPOBCICHHS aHaTisip Oynu NepeBipeHi, BCTAHOBNECHO BiANOBIZHicTs BuMmoram GMP Ta
IIHECAHO BiATIOBINANBHAMY 0cO6aMH BHPOOHUKA.

Compiled by/ITinrorosnexo: Issued by/Bunamo:
Quality Assurance/: Qualified Person/YnosHosaxena ocoba:
Bixninom 3abesneyeHns AKoCTi

D.Iigtsarova/ H.Kauaposa ' M.Stoilkova/ M.Croinkosa

Date/ Tara: 15.01.2024 Date/ Ilara: 15.01.2024
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