. SAKIOYEHUE (IOATBEPHIEHHE)
Q COOTBETCTBHY CEPHM MITM HapTHH ICKAPDCTEEHHOTO Ipenapara tpeboBanusm,
YCTAHOBICHHBIM IIpH €ro TOCY JapCTBenHOi perucTpanun
Ne CAT-01-0226 o1 02.02.2026

[ Toprogoe fHepveyosanme ' Kabomernwe® n
! Mexnywaponuoe H@ﬁﬁrcmeaaﬂﬂm HAWMEHORAHKS Kabozagrunus !
| rpynmupoBoyroe MM xevHuecioe ) . ,
Jlexapernennas gopya TalNeTRH, MOKPBITHIE TIEHOYHOR ;
: o obanoykoi = ;
: ﬂozupc:.n.gca 60 myp )
PopMa Bumyeka (mepeutay YMaKosKa, KOIM4ECTBO TabJIeTKH, NOKPBITLIE MAeHOTHO f
JICKAPCTBEHHOR Qopust B NIEPEHYHON  y¥HIakoBKe, 08on04Ko#H, 60 Mr, 30 mr. - Qaakowsi - |
ROAMHECTBO TieperyHol ynakorky B norpeduTeLeKoi fauxn xaprounse (30 ) i
YOEKOBKE, KOMILIeKTHOTS) : - |
| Homep cepmu ( H&pTHH): CXDFK "
O0senM cepun (napTim) . 1 600 f
1 lata npouzeoycrsa . f 11.06.2025 |
( Hara okonvanus cpoxa FOMHOCTH 31.05.2029 !
\ Hanvenoranue 8JIPEC TIPOH3BCANTENA (¢ yrRazaunem [lareon Muk., Kanaga ?
L cTammd [IPOHIRO/CTEA) (nponssoncTeo rotTosol J 1, |
[ePAHIHa/ RTOPHUHAS/ MOTPebH reibcias I
YIMARORKS)
Mareon Opannmus, bpantus
- (BsinyexaomHit KOHTPOAL KauecTRa) J
‘| Homep u AATa PErRCTPARKOBHORD YAOCTOBEPE IS JI-Ne(008475)-(PT-RU) ot 17.01.202% |
Howmep sopmatieroh oncymaz-lx'auuﬁ Jfﬁsz(OOEM?S)n{P]"-RU)-I 70125 ﬂ_i
e ; ey Ib
Hanmenosannue n 4ApCC HepimaTens perucTpanHoLgore Hncey Dapwma, Ppanrgs /
YAOCTOREpeHys Ipsen Pharma, France
65 Quai Georges Gorse 92100 Boulogne-
-‘q_ ___Billancourt, France
Haumenonanue n OPOU3BOMMTERL  AKTHBHON (six) Kabosantunnt
cyberannuy (uit) ' Mupaman Xemexeap {Kanaza) Jlta, Kasaga
Cepna 2300131

Hactoammm s NOTTBEPNARO, yTO IEKAPCTRCHARI npenapar KaBomeTuice® cepus CXDFK
TIPOH3BOACTRA Hareon Huk., Kanana {mponzroacTRo roToBOM J,
,m;p:anrr}msl:/mroplrmHaﬁinprpeﬁy:renbumx ynakoeka), Ilareon ®panung, Dpanuus (Beinyckaoumii
KOHTPOIES Kayecrsa) COOTBETCTRYET TPeOORAHHAM, VOTAHORNOHHAM Opu ero rocymaperaensoit
pericTpaimy: JII-Ne(008475)-(PL-RU) o 17.01.2025.

YHORHOMOYERHOE ITHIO Ha BEON B rpasianckuii obopor

: ,,mmgiiﬁcj:o «HIICEH» or 03.03.2025

S




IMATEOH WHK.

Tlpmtaﬂmurno Ynaxosxa, Mapxuposka u Beimmyckatotimis KOITTpOITh
Pernonansnoe nogpasjeincnne Toponre (100074-A)
2100 Crmrrexe Kopr, Muceuccora, Osrapo,

LN 7K9, Kaunaga

ﬂaa\ﬂmnu nmr T

(903)3;:; 4001
G‘Ef ; :' ! : 1

M;Jm'rrcw rmwmnw mznoqnﬂﬁ OBOJIOUKOI

HEOTIPEILNEHHRIE TPOIYITE
pacriana: He Gonee 0,2 %

E) Beero: Ha bonee 1,0 %

{LU/RDW}
RJHEHT: 3KCEJNUKC Ne MATEPHAJIA BAJIKA TPOAYKTA: 3000003088 '
HOMEPA MATEPHAJIOB; No CEPMH BAJTKA TIPOAVKTA: CWNMP
3000003086, 3000003087, 300090.3083 JATA TITPOH3BOICTBA: [ miona 2025
ARFFPRep.2
 Ceprudkar anamina Bep, 2 Hata eTynaenis 8 cray; 22 mapra 2018
Hermtranme, | Creuntuzanms Peaymerar
omucAHuE | {1
Brzyanwio Henteie rafnetin Tpeyroasmok Kentme 1'3511:;. TKH Tpeyro: mmm
BOpALL ToKpRITHE MACHOUHOH hopMsY, HOKPLITEIe MIeROUHO
obomouxoill, ¢ rpasnposkoi « XLy ma oboroukoil, ¢ rpasuposkoil « XLy na
OIHOI eTOpoHe, n w60y Fa apyToif 0RO cTopoue, 1 «60» Ha apyroli
CTOpOHE TafleTiIL CTOPOHE TabneTkH,
HOMIMHEGCTRL L ‘ I e
(B3KX-YO n Yd-criekrp) CooTrererryer stanonHoMy e ‘
CTMLP-2646 cramuapTy. Cootsercrnyver "
LAKTUBHOCTh (% MACC) | _
| CTMLP-2646 | 95,0 % - 105,0 % o1 Bennungs ma
MAPRHpOBRE
[B) 97.2%
. 2) 97,1%
" Cpenn.: 97.2% ‘
TPUMECH (BWKX) v
C"]‘ML P-2646 A) Hnmrsugyaisime

RRT ~1.22 «0.05%

<(),05%

_ s R L



’ TMATEOH HHK.
Tpouseoncrso, Ynakoska, Mapxrponka w Beinycxaiourmil korrporms !
Pernonansnoe nogpasaenenme Toponro (100074-A)
2100 Currexc Kopr, Mucenccora, Onrapuo,
L5N 7K9, Kanaza

905) 821-4001
F e ‘ S R et e e ‘
[TPONYKT: KABOZAHTHHHWE 60 MT, TABJIETKH, TOKPBITHIE [JIEHOYHOHR OBOJOYKOH (EU/ROW)
KJUEHT: IKCENUKC Ne MATEPHAJTA BATTKA TIPOJYKTA: 3000003088
HOMEPA MATEPHAJIOR: Ne CEPUW BAJIKA ITPOIYKTA: CWNMP
3000003086, 3000003087, 3000003088 JATA NPOU3BOJCTBA: 11 uions 2025
ARF FP Bep. 2
Cepruduxar apamna Bep. 2 Hlata ecryruienna B crny: 22 MapTa 2018
Herkrranse & . - Creundukanns Pezynistat N |
OnnoponnocTs sumposana (BIKX-Y®) e ; a1 < G
CTMLP-2648 COOTBETCTRYST Tekymemy wiganuo Dapm,
CIIA «903=
b 97,7%
2) 98,6%
3) 97.7%
4) 98,9% ‘
3) 98,7% :
, 6) 99,4%
7 98,1%
8) 98.1%
9) 08.3%
: 10) 98,3%
. Cpenn.10; 98.4%
Kputepa# npuemnevocrs: 1.4
Cramis 2 »
1) He mprsienmvo
2) He mpastenino
3) ; He npusenyvo
4) He npusmenino
: 3) He npmveinino
i _ % He npitvenmvo
8) He npitmersivo b
9) He npmvetmmvo
10) He npumenimo
1) He rpnvenamo
12) He mpuseHnmo
13) He npivermmo
] 14) He tipumensvo
15) He mmmensimvg b
16) He npumenimio
17) He npunvennyio
18) He tptinienmsio.
;3% bt £
Cpenn.30: ; WHQ"“PHWHH“D Yoo
i Kprtepuit npuemnemocy: 3 i camedhy Inelid |
= \\ ,l",._‘ ;If
oo

Cipa 2 a3



TNATEOH HHK.
Mpousrozetso, Yrakoska, Mapxuposxa u Bemycraroumii KOHTPOIIE
Pernonannnoe noapasenenne Topowro (1 00074-A)
2100 Canrexc Kopr, Mucenceora, Ourapno,
L5N 7K9, Kanana

(905) 821-4001
Bl ; AR HEPAGK ; '!,ﬂ 2l %}ﬁ”?‘” T ik e Sl

NPOIYKT: KABOAHTUHUE 60 MT, TABJIETKY, HOKPBITHIE MIEHOYROM
(EU/ROW)
KIIMEHT: 3KCEJIHKC Ne MATEPHAJIA BAJTKA MMPOIYKTA: 3000003088
HOMEPA MATEPHAJIOB: N CEPHH FAJTKA TTPOIYKTA: CWNMP
3000003086, 3000003087, 3000003088 HAATA ITPOU3BOACTBA: 11 wions 2025
| ARFFPBep.2 . ‘
Ceprudimxar anannsa Bep, 2 Hara perynnenng s cHuty: 22 sapra 2018

Heneramme Creumdrkauns Pesvnerar
e s
CTMLP-2647 ‘ [ Cootsetcrayer Dapw.CIIA
<711> Anmapar 2
Q=80% uepes 15 MIHYVT I3 30 45 60 80
Cragus 1

o NE‘"I‘I"FVF’#@F‘.‘?L"‘ N e
b by Coll

) 98% 99% 99% 949% 99%

3 99% 99% 100% 99% | 100%

41 v9u4 99% 9994 099% | 100%

330 979 98% 98% 98% 98%

6) | 99% | 99% | 100% | 100% | Joo%s
M | 97% 98% 08% 8% | 98%
Make.: | 99% 99% 100% | 100% | 100%
Cpemn.: | 98% 99% 99% 99% | 100%

% RSD: 0.7 0.6 0.6 0.6 0.8
Cranus 2
7} HIT HIT FIIT HI1 HIT

8| HI HIT HO | HIT | HIT
9| HN HIT HIT | HIT | H;

. 10) | HIy HI HIT | HII | HY

D Hm HI HIT | HIT | HOo

12) | Hm HIT HIU | HIT | Hpp

Muw: | HIT HTT HO | HIT | Hn

- Makc: | HIT HIT HIT | " | gno

L Cpem: | HIT HIT HIT HIT | HIO
% RSD: | HIT HIT HIT | HID | un;

] 99% 99% 100% | 99% | 100% |

Y



ITATEOH WHK.

[lpoussoncTro, Ynakoska, Mapkuposxa i Bemyckatotumii KOHTPO!IE
Permonansuoe nogpazaenenue Topouto (100074-A)
2100 Cuwrexe Kopr, Mucenccors, Onrapo,

L

L5N 7K9, Kanana

(905) 821-400]

nm,avm, KAEO3AHTHHHE 60 MT, TAEJ]ETKH MOKPBITBIE NMAEHOYHONH OBOAOUKOH
(EU/ROW)
KIHEHT: :aKCEmmc Ne MATEPHAJIA BAJIKA TIPOIYKTA: 3000003088
HOMEPA MATEPHAJIOR: Ne CEPHI BAJIKA TTPOAYKTA: CWNMP ;
3000003086, 3000003087, 3000003088 HATA MPOUIBOACTRA: 11 mons 2025
ARF FP Bep. 2
Ceprudikar aganmza Bep. 2 Hara Berymrenns & cnny; 2 2 mapra 2018
; Henprrasue Crienuduicatus Pesymarat
_(pogonmenne) LR B R
CTMLP-2647 Cootsetcrayer Papu.CLUA
<711= Armapar 2
Q =80 % =epes 15 muuyT 15 30 45 60 90
Cranun 3
13) [ HIl HIT HIT | HIT | HII
14) | HO HIT HI | HIT | HI
1)1 HO HIl HI | HO | HIT
16) | HIT HIT HIT | HIT | HE
7)1 HI HIT HIT | HIT | HIT
18) | HIT HIT HIT | HIT | HII
19) 1 HIT HIT Hl | HO | HO
20) | Hm HIT HIT | HIT | HI
21) | HO HIT HIT | HIT | HO
22) | HO HI1 HIT | HIT | HID
23) | HII HIT HIT | HIT | HII
GO HT | gm | mn | oMM | MO
Moo | O Hil HIT | HIT | HIT
Cpemr.‘:l HI1 Hﬂ H_U HIT | HIT
%Rrsp: | D0 | HIT | HIT | HO | HO
C ]"M.l P-"‘MS! He donee 3.5%
1) 22%
2) 229%
Cpean.: 22%
TEHOTOKCHYECKHE TPEMECH :
CTMLP-2712 XL 184-1-1: He donee 24 ppm
'5
Cpean.:
: XL 184-1-4: He Gonee 15 ppm
)
Cpean.:

" Grpika s




i MATEOH HHK.
I”Ipomnonc:"rw. Ynakoska, Mapkuporka ¥ BrimyCkaioumit KoHTpO!Ls
Pernonaiasnoe nojpazieiense Toponto (100074-A)
2100 Cuurere Kopr, Mucenccora, QurapHo,
L3N 7K9, Kanana
) 8”!-4001

S 2 PRt AR ARLE .5.,!..!‘- @.;: it o Sl i i ‘ Rl
ITPO}.IVICT KABQ3AHTHHWE 60 Ml' TABJIETKH, TIOKPBITHIE HJIFHGEI'HOH QEOJIO‘IKUFY
(EU/ROW)

KJAHWEHT: 3KCEJHKC Mo MATEPHAJIA BAJTKA TTPOOVETA: 3000003088

HOMEPA MATEPUAJIOB: Noe CEPHH BAJIKA TPOOVKTA: CWNMP

3000003086, 3000003087, 3000003088 JATA MPOU3IBOOCTERA: 11 mious 2025

ARF FP Bep. 2

Cepradirar anamsisa Bep. 2 Hara seryrieHns Bouty: 22 mapra 2018
Fensrrasie Cm:umin-mauﬁﬂ , Pesysntat ‘

-'Mmﬂﬁnnﬂumq«gdﬁm WHETOTA AL 0 ‘ o i
Coracyeres¢ Gapm.CLIA <61> n <62> p Enp.®apm. 2.6.12 1 2 6. l3 {MM- 1381}

Ofmee  KoMEMeETHO A3pOGHLN

| MHTRPOOPranHIMoB e doxee 1000 KOE/T = 100 KOE/r
O0mee  KOJIHMECTBO - [ASCHEBRIX H He domnee 100 KOE/r < 30 KOE/

| ipoKeRkIX TpHOOB .

OnreyreTare £. aernginosy OTeyTeTBYET OTeyTerRYET G
Oreyrersne £, Coli : OTevTeTBYeT OreyTeTBveT
QreyTeTede S, gureus OrevreTRyCT Oreytetnyer
Oreyrerene Salmoneita spp. ; OTeVTeTEYET OTCVTCTRYET

nPQCM(‘erLHO H}‘m&ﬂ;ﬂIEHD, !!Sfljﬂl ch
( Meremep koutposs KauecTHL ) CITYKBA OBECIIEYEHMSA
KAUECTBA MATEQH
11 aBryera 2025
(Iozrmwict)

Tara: 0. 2025 :
Jlara: 05 anryera 2025 BBITTYIIEHO

e LE S s



