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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Haspa nponykry:
Name of product:

POCEMI,ZI”,‘pos‘mn opansnafi 1 Mr/ ma
ROSEMIDE®, oral solution 1 mg/ ml

Cuna aile

Pucniepupor — 1,0 Mt/ mi

Strength: Risperidone — 1.0 mg/ ml
Cepis Ne/Batch No.: SRB6003 Posmip ynaxonkn / Package size: 100 M/m}
Pecerp, Ne/ AR.No.: FP/0042/26 Tun ynaxosku / Pack type: ®nakon Nel / Bottle No.1
: . . 1854
Poamip cepil / Batch size: , ata sarorosnenns / Mfg. date:  02.2026
peer ‘ dnaxonin/bottles A akha
Kpa¥na / Market: UKR Tepamin npupartnocri/ Exp. date:  01.2028
Peccrpaniiine mocsimenns Ne: "
- . X o AJ19447/01/ Min aii #o / valid 10 28.05.202
Registration Certificate No.: UA/19447/01/01 Tepmin 4ff £ / valid to 28.0 4
Ne nfw Ha3sa apanisy Crneundixanin PesyavTarn anajisy
Sr. No. Test name Specification Test result
Orme Iposopnit 6e3bapsruit posUNH. Bianosinac
] et . :
Description Clear colorless solution. Complics
InexTidikatiia Ha xpomarorpami BHnpofoRYBanoro posusity, oaep- Bianozizac
Pucnepnnon saniil y sunpoSysanni «Kinbkiche Br3BayeHna.
PrcnepuaoHy, 4ac yrpHMYBaHHs OCHOBHOTO Nixa Mac
CriBNAAATH 3 YACOM YTPHMYBAHH OCHOBHOXO fika na
XpOMATOIPami POTHHY NOPIBHANNS.
Kucnora Senszofina Ha xpomaTorpami BinpoSoByBaHoro posuHy, Onep- Binnosinac
skauill y suopoGysarHi  «ligekicue BH3HAUCHNA.
Kucnora Gezoiina», vac yIpHMyBaHsd OCHOBHOIO
nika Mac CiBNajaTi 3 YacoM YIPHMYRaHHs OCHORHO-
2 Fo ITiKa Ha XPOMATOrPaMi POUHHY NOPIBHANHS.
[dentification
Risperidone In Assay of risperidone, the principal peak in the chro- Complies
matogram obtained with the Test solution has the same
retention time as the principal peak in the chromato-
gram obtained with the reference solution.
Benzoic acid In Assay of benzoic acid, the principal peak in the | Complies
chromatogram obtained with the Test solution has the
same refention time as the principal peak in the chroma-
togram obtained with the reference solution.
pH 2,0 —4,0. 3,1
3
pH 2.0 ~4.0. 3.1
ITnroma rycryna 0,9-1.2. 1,002
4 S .
Specific gravity 0.9--1.2. 1.002
FP/0042/26 Crop./Page Ne: 1 3/01'3
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Ne n/n Haspa anasizy Cneundixanis PczyanaTu aname
Sr. No. Test name Specification Test result
OG6’eM, 1O BUTATAETHCS g yoaxosky no 30 ma: Bignosinae
Cepennilt 06’eM pinuny, oxepxanoi 3 10 xoureit-
HepiB, CTAHOBHTH He Menine 30 ma.
g Deliverable volume For 30 ml pack: Complies
The average volume of liquid obtained from the 10
containers is NLT 30 ml.
Onnopinuicts BMicTy AVZLI (L1=15)0). 0,9
) Content uniformity AVZSLI (L1=15.0). 0.9
Cynposiani fomMiinkn Jominxa 1 (Risperidone Cis N-Oxide) — ne Giase | He pusnneno
0,5 %.
Hlomimxa 2 (Bicyclorisperidone) — ne Ginvuie | He pusipneno
0,5 %.
Inpupinyansna repinoma nomiuka ~ ve Ginpine 0,2 %. | Hukue pisns susnaucHns
7 Cyma nomimok — ge 6imsuie 1,0 %. Huzkue pisys BU3HAYCHNS
Related substances Impurity 1 (Risperidone Cis N-Oxide): ND
NMT 0.5 %..
Impurity 2 (Bicyclorisperidone): NMT 0.5 %. ND
Individual unknown impurity: NMT 0.2 %. BDL
Total impurities: NMT 1.0 %. BDL
KinvkicHe BH3HAUEHHN
Pucniepuaon Bia 95,0 % no 105,0 % Bix saspnenoi ximsxocri | 98,8 %
PHCTIEPHAOHY .
(0,95 mr/yn — 1,05 mr/wn). (0,988 mr/mim)
Kucrora 6ensoiina Bin 90,0 % no 110,0 % Bia 3assneHol xinnkocri | 97,8 %
OeH30HHOT KHCHOTH.
2 Assay (0,90 mr/vin - 1,10 Mx/min). (0,978 mr/mn)
Risperidone 95.0 % to 105.0 % of label claim of Risperidone. 98.8 %
(0.95 mg/m! - 1.05 mg/ml). (0.988 mg/ml)
Benzoic acid 90.0 % to 110.0 % of the label claim of Benzoic | 97.8 %
acid.
(0.90 mg/ml - 1.10 mg/ml). (0.978 mg/ml)
MixkpoGionoriuya uncrora 3aranbHe HHCI0 aepolHUX MiXpooprasiamin
(TAMC) ~ ne Ginpe 10> KYO/Mmn. < 10 KYO/mn
3arannbRe YHCRO APDKILKORUX Ta IHCEHeBUX rpudin
(TYMC) - nie Gimuiue 10' KYO/mn. <10 KYO/mn
Bincyrnicrs Bscherichia coli 8 1 Mut npenapary. Bincyran
¢
? Microbiological purity ‘Total acrobic microbial count (TAMC)
NMT 104 CFU/ml. < 10 CFU/ml
Tota] combined yeasts/imoulds count (TYMC)
NMT 10! CFU/mI. < 10 CFU/mI
Absence of Escherichia coli in I ml, Absent

FP/0O042/26

Page 1/1

Crop./Page Ne: 2 3/0l 3




@ TOBAPHCTBO 3 OBMEXEHOIO BIIIIOBIAAJILHI

- @YCYM QAP
Kusoene Phar By Cxpabina, 54, M. Cymu, 40020,

ren.: (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua
Kon €APTIOY 33525927

BUCHOBOK: / CONCLUSION:

TIponyKT BUTOTOBNERO, YIIAKOBANO TA IPOANATIZ0BAHO0 IFIAHO 3 BIMOIaMY PeccTpaLiiiHOro NOCEiAueHNA.
The product is manufactured, packed and analyzed as per requirements of Registration Certiticate.

Jliuensis Ha BHPOGHUUTBO JiKApCHKMX 3acO0iB: Cepis AB Ne 598054
Licence for medical products production: Batch AB No. 598054

LIuns niameepioiyio, 110 Bei supoGruyi cranii ais wiel Ccepil' roTOBOI NPOJIYKWIT By nit 3AIBCHEHT B NOBHIA BIANOBIANOCTI 3 BUMOrAMK, 303NAMCHINMH B HHHHI
nacTanoni 3 GMP, savaeppuxenift Minictepersom oxopons 310po’s Ypain, i 3 siMOFamM PEECIPAUINNOTO HOCHE KPATHI APIIHANCHAL.

I hiereby certity that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministiy of health of Ukraine and with the requirements of the Marketing Authosisation file of the destination country.

Ximix-anasiriax 73ap. naboparopicio BIUT | Havawibnnk BICT ViosHosaxeHna ocoda
Analytical Chemist | QC Lab In-charge QC Head Qualified Person
I'alName: S /ZZJ/}WMMMQZ [’)'Q Ci’,.{,{,,e_"/n,-, L P G}(&)LD.:'uQ)&)'L*Q 75 ‘
lianne/Signature: | (’Jlu« k. s pead
Jlara/Date: 25702) 94 5o 2 (e, fec L TV 2E

FP/0042/26 Crop./Page Ne: 3 3/00'3
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%&%’ TOB «KYCYM»

/ﬂjmum BYR. AnMatmMHcbKa, 58, m. Kuis, 02092, Kop EAPTIOY 20075891
CEPTUDIKAT AKOCTI
Haspa npogyxry POCEMI®
dopma sunycry poaunK opanbhuil, 1 mr/mn, no 100 MA Yy CKAAHOMY ONAKOHI 3 KPULUKOIW
{nikapcoka dpopma, HEAOCTYNHOIO SR BIAKPUTTA AiTbMK; KOMER GNAKOH Y KaPTOHHIK YNakoBLy pasom 3
cuna gt (posysanns), WprLem-4osatopom 0b'emom 3 M Ta afantepom Aaa Wnpuya
yraxKoBKa
Copin Ne RBGOOBUA
Poamip cepii 2820 YRAKOBOK
Rara supobunyrea 0472026
Tepmin npugarHocti 03/2028
KpaiMa npusHaueHHs YKpaiva
Peecrpauiiine nocsigueHHn Ne UA/19447/01/01

Niyenxsin Ha BApoGHMLTBO Alkapcbikux 3acobis  6/#, Big 26.09.2023

Agpeca Bupobunsol ginbHmuai Byn. Dasuposcokoro Mpuropis, 54, m. Cymum, 40020

Ceprudirar ananisy sikapcororo 3acoby gopaetees (GP/FP/0350/26)

3AABA NPO CEPTUGIKALLIO:

Uum s nigreep/pkyio, Wwo sci BupobHudi cTagii ans wicl cepii rovosoi npoaykuil Byau sgificten B nosHin
BIANOBILHOCT] 3 BUMOTaMU, 333HAYEHUMM B YKHKIR HacTanoei 3 GMP, sarsepmreniii MiniCTepCTBOM OXOPOHHK
300POB'R YRpaATHY, | 3 BUMOramK PEECTPAUINHOIG A0CHE KPATHY NPUSHAYEHHA,

YrnosHoBameHa ocoba: Hectepenko K.C.
e

"RYCym"

IACHYVdiKatinnii
Koa 20075891

Homep renedouy:
Tapounih odic: 438 (044 295 B2 88

Bupolim@a ginnhaitga: +38 0542 77 52 30, +38 0542 7792 32 (m, Cymn)
138067 422 46 25, +38 067 224 60 97 {c. Cesepunini)
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Product name: 'ROSEM!DF“’ oral solution, 1 mg/ml
Hassa npoaykTy: POCEMIA" PO3YUH Opa}leMM, 1 mr/mn ’
Batch No.: ERBGOOGUA ‘Pack size: , Manufact, Date: 104/2026 (AR No: GP/FP/OSJO/ZG
Cepin No.: .. iPosmip ynaxosxu: farasuror: L “’e“m Ne: .
Stage: ‘Qty of packs: Expiry Date: i |AND No.:
Cragin: K-n.  YNAKOBOK: Tepmis npuaar.: 03/2028 . |MK#A Ne: UA/]Q'M?/OUM )
Country KR Pack type ’ EBatch. size ([iacks): 2045 {Approve date: 727.04.2026 o
Kpaina: : 3Tun YNaKoBru: {Poamip cepii {yn.): [Aara cxBan.:
L Test parameter: pecification: .- Observation ..
01) Descrrptlon Clear colorless solutlon gomp.lies
o ORMC s e e e | WP 030R U, Be36apBHUI posULH, — : Bignosipae
02) identification ‘
laentndirkauia !
Risperidone In Assay of risperidone, the principal peak in the:
chromatogram obtained with the Test solution hasg
the same retention time as the principal peak in the; Complies
chromatogram obtained with the referenceg
2.1) solution.
Pucnepudon Ha  xpomarorpami  sunpofopysanorc  po3wnny,)
; opemKanit y sunpobysauHi «Kinbricne awana\cennn.z
! Puctnepnaonn, 4ac yipumyBaHHA OCHOBHOID NiKa Mae’ Bignoslyae
i
! cniBNRaAATA 3 4aCOM YTIUMYBAHHA OCHOBHOrQ NiKa ua’
Xpomararpami POsYMHY NOPIBHAHKA. !
Benzoic acid In Assay of benzoic acid, the principal peak in the
chromatogram obtained with the Test solution hasf
the same retention time as the principal peak in the% Complies
chromatogram obtained with the reference]
solution. |
en3oiine xucnoma jHa xpomarorpami  sunpobosysanoro poanmuy,i
fo,qepmauiﬁ y sunpobysanui «Kinbkicke auauauenun.g
'Kucnora Gewsoilkan, vac yTpuMyBaHss ocroBHOTO Ak Bipnonigae
maeg cnienap.am 3 HaloOM YTPMMYBANHR OCHOBHOIO niw. i
Ha XROMABTOTREMI ROIUMHY, NORIBHANNA. !
f 3,1
! 1,001
\Muromaryeuna
Defiverable volume N
' iThe average volume of liquid obtained from the 10;
05) 5containers is NLT 30 mi, § Compies
:For 100 m! pack; :
'The average volume of liquid obtained from the JO’
: fcontainers Is NLT 100 ml. i
106'em, WO BUTAFAETHER :Ans ynanosku no 30 ms:
; ECepeAHm of’em pigunn, oaepxanoi 3 10 Komeﬁuepiu,i
:LTaHOBHTb He meHwe 30 ma, Bianosizac
1Qna ynaxosi no 100 ma:
(Cepe,qnm of'em pinunu, ogepmanoi 3 10 Momeﬂuepia ;
e e e CEAHOBUTE HE MEHWE RO MR,
06) :Content uniformity AV <L, (L1 =15.0). 19
___'Opuoplanricth Bmicry IAV S LY, {L1 = 15,0). - ~ !
G
< / 7 YKPai

nb yﬁi V[wtv

lnemm’)h(aumnuu
K0A20075891
Nes
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Fom\at No., /Nv meary SOP}QC/GO‘?]FO! 00"

Product name: 'ROSEMIDE®, oral solution, 2 mg/ml =
Haasa nPOAVHTV' POCEMIA®, posunn opanbnun, k1 Ml’/Mll
Batch No.: ; iPack size: 100x1 iManufact. Date: 04/?076 'A,R, No: GP/FP/O3.>0/26
Poqmip ynakesgu: | 7 “_Aa'ra swror.: ! ) | Peecrp. Ng: I
iQty. of packs: Expiry Date: {AND No.:
gl( Tb YNAKOBOK! 29‘4_5 Tepmin npuaar.: o IMRS Ne: WUA/19447/01/01 »
Pack type Bottle jBatch size (p_acks]: ’2945 ]ApprOVC date: 27.08.2026
“TWUR ynaKkoBKu: iPoaMIp cepii {yn.): ; | Rava cxsas.:
- Testparameter: ... Specification - Observation . .
Related substances
i Cynpom,qm BOMILKK ,
fmpurity 1 {Risperidone Cis N-Oxide): NMT 0.5 % ND
i Aomitwsa 1 (Risperidone Cis N-Oxide) — He 6iabuse 0,5 %. ;
07) impurity 2 (Bicyclorisperidone): NMT 0.5 %. O
: JBomltska 2 (Bicyclorisperidone) ~ e Ginbwe 0,5 %.
‘ Individual unknown impurity: NMT 0.2 %. BDL
: IHauBigyaneHa veBigoma gomiuika ~ He Biaswe 0,2 %, :
Total impurities: NMT 1.0 %. BOL
et e e e e CYM3 OMIIOK= yie Binbutte 1,0 %, B S e
iAssay
gl(inhmcne BU3HAYCHHA !
i Risperidone 95.0 % to 105.0 % of label claim of Risperidone.
iPucncpuDaH Bia 95,0 % po 1050 % sig 3assnenol «mbuom 98,2 %
: PUCTIEPULOHY, i
08) 0.95 mg/ml - 1.05 mg/mi, - mg/ml
i 0,95 mr/ma — 1,05 mr/mn. | a mrfmn
| Benzoic acid 90.0 % to 110.0 % of the lahel claim of Benzoic acid. |
| Ben30iinG Kucromo Bip 90,0 % pgo 110,0 % sig 3anBaeHol KmbKOCTl 98,9 %
) GensoitHorl kuenhoTm. i
0.90 mg/mi - 1.10 mg/ml. 0.985 Me/m!
e 19,80 MM - 1,10 MR, U ST ¢ L.." SO
;‘Microbiological purity 'Total aerobic microbial count (TAM(‘} :
: i~ NMT 10 CFU/ml, : 10 CFU/mI
iMikpoGionoriuna yuerova §Saranbue udeno aepobuux mikpoopraniamin (TAMC) -~ T RYO/mn
: l%ue Ginbie 107 KYO,/mu. :
09) E'Total combined yeasts/moulds count {TYMC)
- NMT 10 CRU/ml. <1 CFU/m
gBaranuHe MUCHID  APDRIDKOBUX ¥d niniceHesux rpubis KYQ/nan
H{TYMIC) ~ ne Binbwe 10" KYO/ma.
i Absence of Escherichia coli - in 1 ml, ‘ Absent
A % |Blacymicts Escherichia colis 1 wn npenapary. . Bigayws
'IO) ackaging As per AND. o : Comphes
. Ynakonka 3rigno 3 MK, ... Gmnosigse
1) Markmg As per approved text of markmg : Complies
{Maprysanus jrmuo 13 33THEPAMECHUM TEKCTOM MAPRYBANNA, : Bignosinae ps———
" ’fﬁ_r”i/,,l;
Remarks: product complies with AND for registratior
Mpumiteu: npoiyre Blaonopinae sumoram MRS o SGHMA

i
KyCymn
mnud:hmwmmu

k0A20075891

Ne3

Appraved By:

Cyranmns

[Prepared By: ‘Reviewed By: |
i(‘"ﬂrm—vﬂam flepesinua: HOHOBIIVIE DAk

{Date/Rava:

TLNE Date/fava: <o Uatefara:

b IO e P i
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A TOBRAPHCTEO 3 OBMEAEROIO BITMOBLIAJULAICTH)
K_’. LHYCYM DA PM
A, | S mvr. Cwpaling, 54, w0, Cynon, 40020,
v (05420 77 92 34, dawe; (0542) 77 232,
eernail; plast@kosna, wa, web: wvwra Zusum,us
Ko €O PII0Y 33525427
THRIKAT MTCCCTT
CEMTIFICATE OF OTATLTTY
Flirzmn uI.H.r.li.: HTYS = FOCEMETE, [RESE -_ni.:n.nnnuli 1 par! i - 5
Mame af prodect: BOARPRITEY, eoel soluficn ! gt
rrnn pil: Preoepraar — 10w me
dbrength . Bsporicare - 1.0 g/l £ae
i Tepia M Bah Mo SRR | Feasip ynuscopi ! Fackage sieer 100 pin/wl
: PeeeTp, N AR No TTA0dEZ0 | Tan ynaxeokn | Fock gype: Turarom el ¢ Saltle 0. |
e . e :
| ; Lot 2813 1 :
i Emu!lp ceplry Fnteh aive: arpnninbuities | A m.uummnm:f}ﬂg. .daua. 011.2015
| Kpansn f Wlarket: TR | Tepmin npuanmuoeri / Exp. dates 122027
PeceTpaulAne nacnienna N ad7 Fo i i i s T O LT :
Rugistra tion Cerrifiente Nu.: LA add T 1401 TE[!'E':'I-I:I aif go S wealid o .n%....-j..!-ﬂl?.- =
Newn | Fazna awaiisy Crnnngikaniy Pear b Fa TH Mzamisy
Ar. N | Teet narme 1 Epecilica lfm - Tesl result
| Qimee [lpreanpue EealapakHi POTEHE, [T AT
| / Ligeczipiiarn Clear calorless solutica. Cranplics
' Tosrmmipiics i | Ha spommarpar s SamyTaniorg FATHAY, BORp- Birmosizar ]
‘ T HETEEIA0H AN ¥ ENTPIIyrnmi ol LRy He RITHINERHA,
ProOmnHns, SE¢ YTRHMYBIRI JoRapkome ik Hac I e
CIITATATI T YACTM YD YT TR GCHOSHONS RIS, hld] T
! UPIMITIEPRS | RNy (OIS, | “wr;%
1B
| Eyenorm feazallia Ha amsmminipesdl EHNpoSonyeaiiond FOFURMEY, aipp Bingnunir -.fi:. ':'1l
. FaEil v wnpolvERE  oFinekicHs  ERITEEIT, "KYCEM" R '|
| Famomerin Gesiapfige, yns yIPAEYBAHHA DL arinaflizglinae ,l;; II
LR B0 CTITPREATH 3 TACHA YITLAWELHET COHNTHL ,saduargsa S
2 £ (1T 1R REIMEOran ] HOAHLGY GOpRHAR . i, Ml .'”;;'
Iderifimetion ..'E"ﬂ:;".;-_ i --"'-'-.'-:‘\?:'-'r"'
Ldrparidons In Assay of iperidong, D principal peak o the cheo: Caiwlin "m_,'_"__':';_'_:j?,"’.'.'r =
| g aib e widdy the Test aabulivg Las e s S i
i refenlics tme a5 e princTel peek in De chiomabor
g ebtinsd it thescfzenns Splaticn.
Memzziee 2cid In Assay of henrsic ssd, the principl pek i fe | Complis:
! cheompdogram obmined wih the Test schticn Las e
s petenim e as e prineipal peak i the ehooma.
tagran obrained withide cefeoence salifot
T Zo— 40, T 3,1
4 tH 2.0-44, HiE
MuroMzTycTim 05— 1.2 1,00
| Bpecific graviny ne- 12, 1.001
1 -
T g CTopJEege W, | aef s
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B TOBATHCTEOD 3 OFMEKENHOT) BITIIOBIIAThHICTIS »75 %
k;, sKYUYM BAPMy \\
Kemame Phorris Byl Capuding, 54, s Cynm, 40020, . "WV CV M ‘-.|1|
vear.: (D342) 77 92 30, ese: (0342) 77 92 32, AR Sty _,.".',I
g-miil; planti@kusumun, web: wanw kusmouz ‘;}\_ Mzx /::f
Ko £][PTIOY 33525927 e _ﬁq
"'\.:"?lr" o ,m-
Mo Ha3ga apaalyy = -. E':ltqmﬁ;:.a.ilﬂ . Peaynuiwin amaniny ]
B M sl ianke Epecifieation Text reaull

| (W™ ra, 0 SOEEATRETECR

Ty y|magv moo 30w
Capenaili ab' e pinai, naepwana] 10 kemTeis
AN, CTAUNOTUETE Wi pcHTE A,

'3i5n~':;ai_r|m:

3 Lelivserakle waloms Far 34 ml packs Conplizs
Tl aweraps vilumue of Lquid oomined frone e 10
coedaieera i3 MLLT 30ml
OrHopizKicTs mmicy AV LL(LLI=1500 o
f | Conteel nifecsily AVE LT {1 1= 15.0), 0.8
L-':.ll'.lj_-lilﬂli{;l-l NOAIUTEH Mopirikn | (Ripecidone G WMoOuide} - ng-Glunre | He nmeneio )
i 05
| Jowiren 1 (Hioyolorisperidons) = re Giubwe | Hemamoo
I .54
' Ty IyEmRaIR TEminpws: Aedirea — B2 fimaue 0.2 e | Heow Dl uicis i 26
iy Cymu ik — Es Fapme 10 % st pless prOmAL2in
Tlawed subaianess Ianpuzily | (Risperidohe Ok N-Cmide]: I
MRIT 0.5 %%,
Tenpurily 2 ¢ 8icclorisperidenc): NT 4.5 %, HD
Tebvidual cakaeam fmpurite: 3T 0.3 %, oL
Total imporities BT 10O Y ML
HanTEc:l: TR RIS T EL s ;
Fuciupd Big, 75,0 %% aa 1050 % zim wowmanewal ximerccrs | 997 5%
PTG EHODE Y
{01,5% martvn — 105 aidhn), 10,07 pardan)
Kuomorn Boradian Big %0,0 % ne 1100 % 3i0 samoesal siswsoen | 275 %
GeradieD BEACTOTI.
4 Ny 0050w — 1,30 anwn], 10,578 MR}
o ]
Risperiduns i 4.0 % 4o 105.0 % of Ebel cleim of Risperidenc. 7
[ 0.55 mplml - L0F npdnl). {0,437 mzfmT)
! ]
Derzoic scid | 90 % 1 11040 % of the Tahcl claim of Benzoic | 375 % '
| geid,
| 0s0 e — LD mgsnd). {0578 izt Dy
= ixpoidoserinEa e Sara RN SN s CERHA WIRDDOPTANI e :
CTAMI — we finnuts 10 KXY CYam, = 10 K¥Cin
| _-:-1['3 JRHE SR UpIE SR TR Tnicedrsa Sprbi=
{I RO — 1 Simas 10V KV DM, < 10 R
B._.n,l:;ruc  Escheriziiacoli n | Wa ppenapary. Biaevrae
A Microbiclezical parity Tasal irchic miernbinl coust (TAMC)
HMT 0P 20U el < L0 CFT Nl
| Tarel coombined wesstatmonlds count {17 510}
ML L CFImI < 10 CFLml
Absance of Leaherichin endiin 1 el Abaens

CIoges
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& TORAPHCTEO 2 OBMEAEHOK) BIAITOBIIA TLIMCTHY
l‘; aKYUY M DAPM:
Abeseern. Fhotrm wyon. Cleptisea, 54, M. Caymarr, 400720,

Ten.; (05423 T 92 30, diwees (0542) 77 92 32,
e-muil: plant@ksium,ua, wob: wores knsom.na
Fog € 0PLICY 33525977

BUCHOEDK: F CONCLISTON:
TIPOQYET BaroToTe i, YUIAKGRIND T0 TPOAIGRISIRART TLLHD 3 nHHAGEMHA PR TRRLIARIN ISCRIIHCHEA,
The proubect & muzuluciugal, pictisd ond malyzed os por requirznents of Kepiateation Carlificue.

lizznin wm meqedl A SRaPCRRCEE sacolin; Cepin AD NE 595054
Liceuce Jor medacal preshucts prindzslion: Eatch AT Mo, 396054
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Gladpharm

TOBAPHCTRO 3 OBMEXEHOIO BIAITOBIIAJIBHICTIO

«TIEJ®APM JITID»

BYJ1. JIaBHIOBCHKOrO ["'puropis, 54, M. Cymu, 40020

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
Hazsgsa nponyKTy: POCEMIJI®, po3uuit opabriil 1 Mr/ M
Name of product: ROSEMIDE®, oral solution 1 mg/ ml
Cuaa gii: Pucniepupion ~ 1,0 Mr/ i
Strength: Risperidone ~ 1.0 mg/ ml
Cepist Mo/ Batch No.: RBSO03UA Posip ynakosku/ 100 i
Package size:

Peecrp. Ne/ A.R.No.: GP/TP/0534/25

Tun ynaxoski /

Cxasgnuit axoH 3 KPHIIKOO

HEOCTYNHOKO TS BIAKPATTA JITHMH /
ac e: : . .

Pack typ Glass bottle with child resistant cap

Hara supounursal g 905

Poawip cepii / Batch size: 2 KOHi
o3mip cepii / Batch size 761 rakoHis /bottles Mg, date:

Tepmiu NpUAATHOCTI/ 17 /5y

Kpaiua / Market: UKR
P Lxp. date:
Pecetpauiiine nocsigyenns Ne: :
Registration Certificate No.: UA/19447/01/01 repmit aif 1o / valid to 8.05.2027
Jlineusis #a BHPOOHHITBO JiKaPCHLKHX 3ac00iB: 6e3 oMepy, Bix 26.09.2023 poxy
Licence for medical products production: without number, from 26.09.2023
Ne i/t Hazpa ananisy Creundixanis PesyauraTi anaitisy
Sr. No. Test name Specification Test result
Onue TIposopuit 6e30appHt PO3UUH. Bignosiaac
1 - . ;
Description Clear colorless solution. Complies
Inentrdikauis Ha xpomatorpami Bunpo0OBYBAaHOTO —pO3uiHY, Bianosinae
Pucrepuzion opepxanit y  sunpoGysauni «KiabkicHe
BI3HAYEHHs. PUCTepyOHy, Yac YTPHMYBAHHSA
OCHOBHOMO MiKa Mac cpiBnajmaty 3 UacoM
YTPUMYBaHHA OCHOBHOTO lrixa Ha xpomarorpami
PO3UHHY MOPIBBAHHA.
Kucnotra Gensolina Ha xpomarorpami BunopoSosyBaHQrO pO3HMHY, Binnosigae
omepxanit y  sunpoSysandi «KimskicHe
syanavennd. KncnoTa Gensoiinan, 4ac yTpuMyBanas
OCHOBHOrO mika Mae criBpagard 3 4acoM
2 yIpHMYBaHHs OCHOBHOTO Mika Ha xpomarorpami
PO3YUHY NOPIBHAHHL
Identification
Risperidone In Assay of risperidone, the principal peak in the | Complics
chromatogram obtained with the Test solution has the
same retention time as the principal peak in the
chromatogram obtained with the reference solution.
Benzoic acid In Assay of benzoic acid, 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.
pH 2,0 -4,0. 31
3
pH 2.0 -4.0. 3.1
ITutoMma rycTuna 0,9-1,2. 1,001
4 . .
Specific gravity 0.9 -1.2. 1.001
GP/FP/0534/25 Crop./Page Ne: 1 3/0f 3
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TOBAPYICTBO 3 OBMEXEHOIO BIATIOBIOAJIBHICTIO

By1. Jlasunoscoxoro I'puropis, 54, M. Cywmn, 40020

Gladpharm

«TIEJ@APM JITI»

g R
719 OWON 2
s

Ne u/n Ha3zsa ananizy Creundikauist PesyabraTi aHatisy
Sr. No. Test name Specification Test result
08’ eM, MO BUTATAETHCA TLas yriakoBky 1o 30 mi:
Cepennifi of’em piguuy, omepxaroi 3 10 Bignosizac
KOHTEMHEPIB, CTAHOBUTH HE Menue 30 M.
? Deliverable volume For 30 ml pack;
The average volume of liquid obtained from the 10 | Complies
containers is NL'T 30 ml.
OnHopiaHicTs BMicTY AV< LI (L1=15,0). 0,7
6 | Content uniformity AV< LI (L1=15.0). 0.7
Cynposigni fomiky Jlomimwka 1 (Risperidone Cis N-Oxide) — ne | Hivkue piBus
6iasure 0,5 %. BH3HAYCHRAS
Tomiwxka 2 (Bicyclorisperidone) — ue Ginblue
0,5 %. He BuaBneHo
[HauBiLyaTsHa HeBiI0MA JOMIlIKA — HE Ginsie 0,2 %. | Hikue pisng
BU3HAUEHHS
5 Cywma nomiwoxk — ne Ginsie 1,0 %. Hipxue pisHs
BU3HAMEHHS!
Related substances Impurity | (Risperidone Cis N-Oxide):
NMT 0.5 %. BDL
Impurity 2 (Bicyclorisperidone): NMT 0.5 %. ND
Individual unknown impurity: NMT 0.2 %. BDL
Total impurities: NMT 1.0 %. BDL
KinbkicHe BU3HaYEHHS
Pucnepuaon Bin 95,0 % mo 105,0 % sin 3assienol kinexoeti | 97,9 %
pHCHEPHIOHY.
(0,95 mr/ma — 1,05 Mr/mn). (0,979 mr/mi)
Kucnora Genzolisa Bin 90,0 % no 110,0 % Bin 3agsieHoOl kinskocti | 99,1 %
BeH30iHOT KHCIOTH.
8 Assay (0,90 mr/man - 1,10 mr/mi). (0,991 mr/mn)
Risperidone 95.0 % to 105.0 % of label claim of Risperidone. | 97.9 %
(0.95 mg/m! — 1.05 mg/ml). (0.979 mg/ml)
Benzoic acid 90.0 % to 110.0 % of the label claim of Benzoic | 99.1%
acid.
(0.90 mg/ml - 1.10 mg/m}). (0.991 mg/ml)
Mikpo6ionoriusa YHCTOTa BaranbHe YMCIo aepOBHUX MIKpOOPraHizMiB
(TAMC) -- e Sinpiue 10> KYO/mu. < 10 KYO/mn
3aranLHe YMCI0 APDKHKOBUX T2 NAICCHEBUX
rpubis (TYMC) -~ e Ginbiue 10! KYO/Ma. < 10 KYO/mn
BincyTthicTs Escherichia coli B 1 M npenapaty. BincyTtus
? Microbiological purity Total aerobic microbial count (TAMC)
NMT 10° CFU/MmL. < 10 CFU/ml
Total combined yeasts/moulds count (TYMO)
NMT 10! CFU/ml. < 10 CFU/ml
Absence of Escherichia coli in 1 ml. Absent
GP/FP/0534/25 Crop./Page Ne: 2 3/0f 3
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Gladpharm A
TOBAPUCTBO 3 OBMEXEHOIO BIITIOBIAAJIBHICTIO S\
«CTEOGAPM JITO» s\ CEPTHGIKATID

By, [Jasunoscexoro I'puropis, 54, M. Cymu, 40020

3ASBA I1PO CEPTH®IKALIIO:

[luv rigTepaxyio, mo sei BUpoOwudl cTaxii aia uiel cepil roroBol nponyKwUii Synu 3gificHeni B TOBHiH pianosinnocti 3
BHMOraMU, 383HAUSHHMH B YHHAIH Hacrarosi 3 GMP, satsepvxenili MisicrepeTBoM OXOPOHK 30O’ YKpainH, | 3 BUMOraMu
peectpauiiiHoro A0Che Kpainy NpHIHAYCHHA,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the
destination country.

%

o
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Maxiseus BKA HauanpHux BKS Hauanbuuk B34 VognoBaxkera ocoda
QC Officer 7 QC Head QA Head Qualificd Person

S . | T -
[T15 / Full Name: By angucis 4.0 Grrmaninco T3 | Bosiimo A0 @E\V&LQ@~ v

W
P J
Ilinnuc / Signature: //.«,/— ’:.»’ C-“(Lu&) — %W (:% -

1Y

Jlara / Date: otioslos ofeg by o1[09/25 OHeGIAD

GP/FP/0534/25 Crop./Page Ne: 3 3/0f 3
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ByIl. JJaBHAOBCHKOTO I'puropis, 54, M. CymH, 40020
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e ruhikangiftemd
xop 20075891
s

CEPTUDIKAT AKOCTI

CERTIFICATE OF QUALITY

Hasea NPOAYKTY:
Name of product:

POCEMIJI®, posuus opansHii 1 Mr/ Ma
ROSEMIDE®, oral selution 1 mg/ ml

Cusa piis
Strength:

Pucriepyon — 1,0 Mr/ mi
Risperidone — 1.0 mg/ ml

Cepist Ne / Batch No.:

Posnmip ynakonis /

CERTUMMKARD ./

Peeerp. Ne/ ARNo.s:

RB5007UA ; 100 mi/ml
e Package size: .

Ton ynasonic / Crompnit Quaxon 3 XpHINKoIo
GP/FP/0852/25 Pack type: HEOCTYTHOI0 JIA BIKPHTT AITbMU /

Glags bottle with child resistantcap

Mara BUpoGHUILTEA /

Registration Certificate No.;

Poswip cepii/ Batch size: 2 823 dnaronis /bottles ‘Mg, date: 12,2025

Kpaiua / Market: UKR }gig“(‘l‘; t’;‘_’“"’”“"“‘“ L 112027
»_') < 157 (3 Y i : . == —

Pecerpaujiisie Hocnizientst N UA/19447/01/01 tepmin aii o / valid to 28.05.2027

Jlinensist Ha BUPOGHUIITBO JIKAPCHINX 3aco0ib:
Licence for medical products production:

6es nonmepy, 8in 26.09.2023 poky
without numiber, from 26.09.2023

]

PeaympraTy anamisy 1

Neni/n Haspa aHaJXizy Creundixanist
Sr. Na. Test nane Specification o Test result
Onuc ITposopuit Geabapsini pO3UHH. Biarnopinae
] - . .
Description Clear colorless solution. Complies
[menTndikanis Ha xpomatorpami Bripofoynanoro  posdu y, | Bignosizac
PucneprioH ofepKanii y BHOPOGYBAUHI «Kimxicne
BUSHAUCHHS. PHCOEPHUOM», UaC YIPUMyBAHHA
ocHOBHOPO TliKa Mac chibvajaTs 3 MacoM
YIPUMYBAHHS OCHORHOTO IiKa Ha XpoMaTorpami
PO3UHHY TIOPIBHIHHS.
Kuenora Ger3ona Ha xpomarorpami RUIpoGOBYRAHOTO  POBHRY, Bianosinae
oepuaniit Yy snpoGysanni  «Kinekiche
suspagemnit. IGienoTa Gensolinay, 4ac yTpuMyBalis
OCHOBHOTO Uika Mae cCHiBfajatH 3 HacoM
) YIPHMYBAHHA OCHOBHOFO Tixa Ha XPOMATOTPAM]
PO3UMHILY NOPIBHAHHSL.
Identification
Risperidone In Assay of risperidone, the principal peak in the Complics
chromatogram oblained with the Test solution has the
same refention time as e principal peak in the
chromatogram obtained with the reference solution.
Benzoic acid In Assay of benzoic acid, the principal peak in the Complies
chromatogram obtained with the Test solution has the
same retention time as the principal peak in the
chromatogram oblained with the reference solution.
pH 2,0 -4,0. 3,1
3 .
pH 2.0 -4.0. 31
IInroMa ryctina 0,9 - 1,2. 1,002
4 5 ; ,
Specific gravity 0.9 -1.2. 1.002
GP/FP/0852/25 Crop./Page Ne: 1 3/of 3
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TOBAPHCTBO 3 OBMEXEHOIO BIIOBIHAJILHICTIO

G
Gladpharm

«TEJIOAPM JITI»

By, Taugosceskoro puropis, 54, M. Cymu, 40020

JUIEAPAPM
AT
lferrsdiraniiimi
koA 20075891
Last
CEPYUBIKATIR

Ne n/it Hassa anajisy Crieyndiranis PesyanraTH anaiisy
Sr. Na. Test name Specification Test result
OB’ em, 10 BHTArAETHCS Tl yrmaxoRke 1o 30 M
Cepemsifit  06’eM  pinayi, ogepianci 3 10 | Blunonizae
KoHTelHepiB, cTauoBuTD ¥e Meniwe 30 mit.
3 Deliverable volunie For 30 ml pack:
The average volume of liquid obtained from the 10 | Complies
containers is NLT 30 ml.
Oppopingicrs BMicTy AVLLI (L1=150). 1,2
¢ Content uniformity AV<LI (1.1=15.0). 1.2
Cynposiii JoMinxs Jomimka 1 (Risperidone Cis N-Oxide) — ne
6inswie 0,5 %. He pusanieno
Homimka 2 (Bicyclorisperidone) — HeE Ginpuie
0,5 %. He suspneto
THWBiKyaTEHA HeRIIOMa HoMiLLi@ — He Gimpuie 0,2 %. | Hivkue pinns
BU3HAMCHHA
7 Cynma momitnox — e Gimsuie 1,0 %. Hisxue pisys
BU3HAYCHHA
Related substances Impurity 1 (Risperidone Cis N-Oxide):
NMT 0.5 %. ND
Impurity 2 (Bicyclorisperidone): NMT 0.5 Y. ND
Individual unknown impurity: NMT 0.2 %. BDL.
Total impurities: NMT 1.0 %. BDL
Kinpkicue BHAHAYCHHS
Pucriepunon Bin 95,0 % no 105,0 % Bix sanBneHol kinpkoeti | 100,5 %
PHCOEPHJIONY.
(0,95 mr/ma — 1,05 mr/n). (1,005 nar/ms)
Kucnora Gensolina Bix 90,0 % no 110,0 % nix sassnenoi KimsKkocti 99,2 %
Ger30oiHOT KUCIOTH,
{ Assay (0,90 mr/mi — 1,10 mr/mi). {0,992 mr/mn)
Risperidone 95.0 % to 105.0 % of label claim of Risperidone. 100.5 %
(0.95 mg/ml — 1.05 mg/ml). (1.005 mg/m})
Benzoic acid 90.0 % to' 110.0 % of the label claim of Benzoic | 99.2 %
acid,
(0.90 mg/mi — 1.10 mg/ml). (0.992 mg/ml)
MikpoGionorigna uneTOTA BaranpHe YHCIO aepoBHHX MIKpOOPraHiaMin
(TAMC) ~ ne Ginbme 102 KV O/, 5 KYO/mn
3aranpie YHCII0 APDKHKOBHX Ta IBICEHERUX
rpudis (TYMC) — re Gistpie 10' KVO/mn. <10 KYO/ut
Bincyrnicts Escherichia coli B 1 My mpenapary. Bincytus
Microbiological purily Total acrobic microbial count (TAMC)
NMT 10? CFU/ml. 5 CFU/ml
Total combined yeasts/moulds count (TYMQC)
NMT 10' CFU/mnl, <10 CFU/ml
Absence of Escherichia coli in 1 ml. Absent
GP/FP/0852/25 Crop./Page Ne: 2 3/0f 3
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Gladpharm
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TOBAPMCTBO 3 OBMEXEHOIO BIITOBIAJIBHICTIO ™
«TTIEIAPM JIT "o e
sy Jlasunoscskoro Ipuropis, 54, M. Cymu, 40020 (:EPT';%]),?\,W

3ASBA TIPOQ CEPTUDIKAINIO:

it cTaii g uiel cepii rotosoi npoayxuii Gynu spiiicwen B Hoppilt BinroRimHoCTI 3

ITum iATBEpRKYI0, 1O Bel BUPOOHE
OM OXOPOHN 3HOPOB’ L Y KpAiHK, i3 BHMOTAMHI

BUMOFAMH, 3a3HAYEHAMY B wuHAil Hacranosi 3 GMP, sarpepmkenii Minicrepers
peceTpaIiiROro IOCHE KPATHY TPHIHATCHI.
arried ont in full compliance with

1 hereby certify that all the manufacturing stages of this batch of finished product have been ¢
arketing Authorisation {ile of the

the GMP requirements of the Ministry of health of Ukraine and with the requirements of the M
destination country.

Ne3
"LIEA®APM

£
fagktvdixaiivunz

%04 20075891

Ximi-aramTuK Hadansiux BKHA Havansuux B35 VnopHOB&®KEHE ocoba |
Analytical Chemist 7 QC Head QA Head Qualified Person
g : / . i3} 5PN
NG / Full Name: Aeeciiiena & G Gdﬁﬂ«»’-—f" o L anitas "/ f;}(}\(/@/{,uco _,'{/(AC_Z%E?QZ.AL,.QfC/’ M
M ) i
i iy W : p X ‘M,N;/\/
Tlipmic / Signature: (% cief :/p e e C @V\/ TANE
ey
Jara / Date: /77 27 A 1214/ 2 IFIA 25 A2 R

GP/EP/0852/25 Crop./Page Ne: 3 3/0f 3
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