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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
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| Hassa nponygry: POCEMITY, posuun opagsaui 1 Mrs e
Name of product: ROSEMIDE®, oral solution 1 me/ ml
Cuna piit Prcnepunon ~ 1,0 mr/ ma
Strength: Risperidone ~ 1.0 mg/ ml -
Cepis Ne/BatchNo:  RBSO0SUA PoEMIDYRRREBIR T
Package size: ’
THIT VHAKOBKH / CrustHpii PIakon 3 KprKoo
Peecrp. Ne/ ARNo.: GP/EP/O606/25 Paékytv o HEAOCTYIHOK I BiOKpuTes miTemu /
i ype: Glass bottle with child resistant cap
; : . ; Jarta supobumursa /
O3] i/ B ze: ~ TIAK 9.202
Poay pcgpu atch sye 9 734 $naxonin /botiles Mie, date; 06.2025
Kpaina / Market: UKR Fepwin mpumariocti/ e 5050
; Exp. date:
Pecctpaiiiiste noceinicrs N: UA/19447/01/01 Tepuist i 10 / valid 0 28.05.2027
Registration Certificate No.: ; .
Jinensis na supeSunnras AikapesruxX 3ac0dis: Ge3 noMepy, Bix 26.09.2023 poky
Licence for medical products production: without number, from 26.09.2023
Ne w/n Haspa ananizy Creipidivanis Pesyapratn aHanisy
Sr. Ne. Test name Specification Test result
Onme ' Hposapm; Besbapsuuii posym. Biznosinae
. Description Clear colorless solution. Complies
Laenradikanis Ha xpomarorpami sunpoGoBysanoro posussy, | Binnopinae
Pucnepuion olepxaniit vy sBUnpoOypanii «Kinpxicue
BH3HAYeHHS, PUCTEPHIOHY, YAC YIPHMYBAHHA
OCHOBHOTO mixa Mae Crispagard 3 gacom
YIPHMYBUsHS OCHUBHUIO K4 HE xpoMarorpami
PO3YYHY TOPIBHAHEIL
Kucnora Sensoitaa Ha xpomarorpami BuppoGoBysanoro posuusy, | Bianmosizae
oepxanift ¥y sunpelysanni  «Kinsxicue
Busnayennt. Kiesora Sersolinan, wac YTPUMYBAHRA
OCHOBHOPO  1lixa Maec CHIBHAJATH 3  4acOM
3 YIPHMYBAHAS OCHOBHOTO FiKa HA XpOMaTorpami
POSYHHY [OPIBHARAL.
Identification
Risperidone In Assay of risperidone, the principal peak in the | Complies
chromatogram obtained with the Test solution has the
| same retention time as the principal peak in the
chromatogram obtained with the reference solution.
Benzoie acid In Assay of benzole acid, the principal peak in the | Coniplies
chromatogram obtained with the Test solution has the
same retention tine as the prncipal peak in the
cluomiatogran oblained will e relererce sulution.
pH 2,0 —4,0. 3,1
> |pm 2.0-40, ey -
IHiroma rycrusa 0,9 -1.2. \/'L"GS% \.’o
4 . . j
Specific grav;ty 0.9-1.2. Q&)m T 1\3\
TRE \
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PesyanTaTi ananisy

Ne n/u Haspa ananisy Crenngiranis
Sr. No. “Test name ~ Specification Test result
06 €M HO BUTATACTHCS Tl yriaxopxy o 30 myx
 Cepeanilt  o0’em  pizunm, opepxano! 3 10 | Biznopizee
KoHTeHHepis, CTAHOBHTSE He Menie 30 M.
3 Deliverable volume For 30 mipack:
Thie average volume of liquid obtained from the 10 | Complics
containers is NLT 30:ml.
Onuopinmicts suicty “AV< Lly(leIS‘,O).; 08
6 | Contentuniformity AVSLI (LI=15.0). 03
| Cynposizai goMinikn Jlomimka 1 (Risperidone Cis N-Oxide) — we
Gimpiue 0,5 %. He sussneso
Homimka 2 (Bicyclorisperidone) ~ ue Ginsure
0,5 %. Hesuasreno
Tenusinyansra sesinoma gomitxa ~ae Oinbine 0,2 %. | Hipkue pisss
BIBHAYCHHS
7 Cyma gominrox— re Sinsie 1,0 %. Hupgue pisns
BIBHANCHHS
Related substances | Impurity T (Risperidone Cis N-Oxide):
NMT 0.5 %. ND
Ispurity 2 (Bicyclorisperidone): NMT 0.5 %. ND
Individual unknown impurity; NMT 0.2 %. BDL
Total impurities: NMT 1.0 %. BDL
KinpxicHe BU3HAMEHEA )
Pucniepson Bin 95,0 % #me 105,0 % nia sassnenol xinpxocri | 99,5 %
PHCTICPUTOHY.
0,95 mrfmr— 1,03 Mr/sn). 0,995 mr/sm)
Kucnora Gensolina Bin 90,0 % xo 110,0 % sin sassnenot MIILROCTI 98,2 %
GeH30HHOT KHENOTIE
g Assay 0,90 mo/vs — 1,10 mrfvon). (0,982 mrivm}
Rispefidene | 95.0 % to 105.0 % of label claim of Risperidone. | 99.5 %
{0.95 mg/mi ~ 1.05 mg/ml}. {0.995 mg/ml)
Renzoic acid 90.0 % to 110.0 % of the label claim of Benzoic | 98,2 %
acid.
{0.90 mg/ml ~ 1.10 mg/mi). 0.982 mg/ml)
MikpoGionoriuga aHeToTa | 3aransHe uncHo aepobHiX Mikpoopranisvis
(TAMC) ~ ue Hinee 10° KYVO/ma. < 10 KYOinn
Baraltbhe YHCAO APLKHKOBHX Ta IHICEHeBNX
rpubis (TYMC) - ne Ginpure 108 KV O, < 10 KYO/un
Bincyrtricts Escherichia coli 8 1 Ma tipenapary. | Bincyrus
¢ Microbiological purity Total serobic microbial count (TAMC)
NMT 10? CFU/ml. < 10 CFU/ml
Total combined yeasts/moulds count (TYMC)
NMT 101 CFU/ml. 10 Hmo 57

Absence of Escherichia coli in 1 ml.
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3ASIBA HPOCEPTUDIKATIHIO;

{imv pinreepmxyio, moy Bel Bn‘pafinmi cranii s wiel cepil roropol mpomyxudi Gynu saificaeni B noswiil pignopignoct 3
BUMOIaMH, 3asHAYCHUME B “HEH{H HacTanoni 3 GMP, sarrepaxeniit Minicrepersos oxopony snopos’s Yipaiin, i s BuMoravu
peecTpauifnore qoeke Kpathsy npisHaven s,

I hereby certify that all the manufaciuring stages of this bateh of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukratne and with the requirements of the Marketing Authorisation file of the
destination couniry,

Oy —— | Hauamsmik BKSI Havanbuux B35 “ViiosHOBaKeRa 0C0Ga
Analutical Chemist P OC Head 1 QA Head , Qualified Person

HIB/FullName:  {pton s oinnd O LO| Criean nrancs
Minnic / Signature: ek

Jata / Date: - A9i0g / 45
—
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