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{2ozomun) BAUSH Health
AR-Ci-Eu [Tonsda HKentys: AT )
By [Twemucnosa, 2, 35-959 Xemys, |
Tem: (+48 17) 86551 00, Dakc (+48 17) 862 46 18-
www.bauschhealth.com, Wwww.icnpolfa.com.pl

CEPTHOIKAT HA ITAPTIIO BUPOBHIIKA. o
HA JIIKApeHKMi npenapar / Bupi6 MCAMYHOro NPM3NAYeHHs1, eKCIIOPTOBANUI 1[0 Kpain, o yxaanu
3roay 1npo B3a€MHE BU3HANAS

Ha3spa npenapary Hopmarene
|Kpaina-ismoprep VkpaiHa
|Peecrpaniiine nocrinuenns g KpatHi-imuoprepi  [UA/2922/01/01
|BMicT akTHBHIX pewoBuH 5 MI' KIonaminy,

0,5 wmr IMTIIPOCPTOKPUCTHRY (Y BHATJISAI
JUT1APOEPrOKPUCTHHY Mesunary — 0,58 wmr),
0,1 Mr pesepniny

AKTUBHMI hapManeBTHIHMIT inrpegicur Knomamiz Huriapoeprokpuctuny mecunar Peszepnin
Bupobunk [moxem AMRI InneHa
Homep naprii AdmI 30/01062020  IE2000368A 32766/H1
| | e » | 2050141901
Jlikapceka gopma TabJIETKH, BKPHUTI O00NOHKOW

{Posmip Ta THI yiakoBkH 20 Tabnetok B OnicrepHill ymaxosui 3 IIBX/An, 1

Oiicrep B KapTomHiil KOpoOui 3 IHCTpYKUiero Iuis
MEIHYHOYO 3aCTOCYBaHHA
Konu Bepciii: C2UA06; F 1UAQ2; PIUAO7

|Homep naprif 80219893

Aarta supobunnrea 02.2023

Tepmin npunaruocTi 01.2028 |
Haiea ta aapeca Bupodumxa (-1B) — BHPOGHNY0i|ICN Polfa Rzeszow S.A.
|(-MX} xinsHKN (0K) AR-CI-EH Tlonsda XKeurys AT

35-959 Rzeszow ul. Premyslowa 2, Poland
(35-959 Keurye, By Hmemucnopa 2, Monpua)

Homep A03BOJIY HA BUPOOHHIITRO 174/0098/15
Ceprudikar GMP IWSF.405.2.2021.AF.1.1 WTC/0098 01 05/20
PesyabTarn aHanizy 3rigHo 3 ZOAAHUM cepTudikaTOM AKOCTI
Komenrapi / npumirkn 3bepiratd  mpu TeMIepaTypl  Hmwxde 25°C g
OPUT'IHANBHIA  yHaKoBLIi. 3axumary Bin. cBiTIa Ta
BOJIOTH.
|~ Bixxunenus Tax ¥ Bigx. 006325 _ MiHiMaLHe, BigcyTHi
BILINE Ha AKICTH MPOjyKTY.
Hi [

JHa"um CepTUDIKATOM Hi,E[TBGp,E[H{y}O, 10 BUIICHABEACHA 1H(pOPMAILis € AOCTOBIPHOIO T2 TOYHOIO.
L Cepi.Oyna BUrOTORIEHA, BKIIOYAIOYH NaKyBaHHA/MapKyBaHHS T4 KOHTPOMB AKOCTL, Ha BHICHARBANIET
AUIBHUUI y TOBHIl} B1ANOBLIHOCTI BHMOFaM-HaneH{HOT-BHpDGHHqOT.npaKTHB:H (GMP) Buganum miciiesum

MHara mignucy: 21.03.2023 YroBHOBakeHA 0co6a
[nidnuc]

Enextponunii miymuc.
Bapéapd IMNrosic F2
Hara: 22.03.2023 09:23:31§ 23D

rr_}:




AR-Ci-En Honsda Wemys AT

Byn. Ilwemucnona, 235-959 Aewys,
Ten.: (+48 17).865 51 00, dakc (48 17)862 46 18
www.bauschhealth.com, www.icnpolfa.com.pl

Hassa npenapary: Hopmartenc
Homep naprii: §0219893

Hara rupobrunTRa; 02.2023

, TabJer

CEPTU®GIKAT AHAJII3Y

KH; BKPUTL 000JI0HKOI0

(ozomun) BAUSH Health

Tepmin npunarnocti: 01,2028
KinexicTs ymakosok: 76 120

ynakoeui 3 [IBX/An, 1 qu 2
bricTepn 3 iHcTpyKUicro s
MCEINYHOTO 3aCTOCYBAHHA ¥

I~ IAPAMETPH " BUMOIM PE3VJIbTATH " METOJ
B TECTYBAHHSA TECTYBAHHSI
1[lakysanns 20 tabnerok B 6nicTepHii 20 Tabnerok B GnicTepHii Bisyannha oniaxa

ynaxosui 3. 1IBX/An, 1 6nicrep
3 IHCTPYKIUICIO [T METHYHOTO

3aCTOCYBaHHS y KopobIi 3

OOADANHH 1 TPIUKMH, Gini Ha
snoMi. Ilo popmi Tabnerku
KPYTJIL, IBOOITYK]

| kopobui 3 kaprony | KapTOHY _ | |
SOBHIMHIN BUMIS Tabnerkn 6inoro abo wMaitxe Tabmetkn  6inoro Koqpopy,|  Bisyanpha
bl1oro KOIbOPY,  HOKPHTI[IIOKPUTI 000NOHKOI0, 6e3 OLIHKA
000JOHKOK), Oe3 TUIAM, TUIAM, DOAPAITHH 1 rpiiiun;

Omi mHa s;momi. Ilo popmi
Ta0ICTKY Kpyrimi, JIBOOITYKI]

Mamerp tabnerox

__ane He 6inplue Hix +15%

7,0 MM £ 0.2 MM 6,9 MM Bianosinuo n0
posainy
_ - 32P52.2.
Cepenns maca TabmeTox 150,0 mMr +7,5% 152,77 mr Bianosiguo no
po3aLTy
- - 3.2.P.52.3.
10nHOpiNHICTS IHIMBinyansHoi| He Ousine uixg 2/20 TabJIeTOK, Bignoginae (+ 5 ,1%) Biamosigao no
IMacH TabaeTkn BKPHTHX 000IOHKOI0, po3ainy
nouam + 7,5%, 3.2.P.5.2.3.

Posnagampus

Bunpobysanns C - TCX

- XPOMATOrpami CTaHAapTy

He 6inpme 3a 30 xs 12 x8 Bimnosiano mo
po3niny
32P524.
| lxeHTHYRICTS
Bunpobysanus A — peakuia 3 Bignmosigxo no
NEPEKUCOM BOJHIO Cunsg diyopecuennis Bismorigae pO3ALTY
(pesepnin) ) 3.2.P.5.25.
BrnpoSysanns B — peaknix 3| YepBonnii konip Bianogizae
poAaminom B (knonamip) Xpomarorpama Bimosinae | Bigmoginae

Hucrora (TCX) ITnsmu pomimox BIACYTHI He Buseneni Bianosiaao no
po3auy
- | o 3.2P.5.2.6.
|Brpatu B Macl Ipy He binsue 3a 5,0% 2,0% Bianorinno no
BUCYLIYBAHHI posainy
3.2.P527.

Pozununennsg pezepriny
3a 60 xB

Q ne Menue 3a 70%

82,2%, 8
84,6%,77,7%, 81,2%

81,2%, 89,0%

Bianosingo o

po3ainy
3.2.P.5.2.8.

138 60 xB

Pozuunmenus KJIonaminy

Posuunenns
ﬂMFiﬂpDepFOE{pHCTHHy
32 60 xB

|- pesepnin

OnHopinnicTs BMicTY

101,7%, 103,4%,
100,3%, 102,0%

Bignogiguo g0

78,4%, =
71,5%,  79,0%, Y755

79,7% .41 ¢

100,2¢
WO
: ud _k\‘tﬁ:::?_i./?i
) o, 45,




AR-Ci-En Tlonsda Kemys AT

By Ilwemrcnora, 235-959 Keniys;
Ten.: (+48.17). 865 51 00, Pakc (+48 17)862 4618
Www.bauschhealth.com, www.ichpolfa.com.pl

(rozomun) BAUSH Health

OPIHCONCOBUX g HAICHAGIX

- TYMC QQacarvug KinbKiCmb |,

Hebimeme za 1025 1 ¢
Bincytas s | r

Dap. posimy |
3.2.P529.1
- KJIOmamijy Binnogigae Bumoram CBpor. Bignogigac Bianosigso no
Dapu. poszury
32.P.592.
| ~ﬂﬂriﬂpﬂepf{j}cpHCTHHy ME3unar| BinmoBiae BHMOran €RBpoIr Binnosiae Binnorigao 1o
Dapm. posainy
3.2.P.52.93 .
Baicr pesepniny B Tabner 0,09 -0,11 mr 0,104 mr Bianosiguo no
posniny
o o 3.2.P.52.10
Buict xnonaminy & TabieTm| 4,75 =525 mr 5,04 mr Bianosinro go
po3xiay
_ . . 32P52.11 N
|Baict ,E[HI‘i,IIpOEpTOKpHCTHHy 0,475 - 0,525 mr 0,50 mr Binnosigno go
MC3uJIaTy B Tabnreri posainy
3.2.P.52.12
Mikpobionoriuua yyerora*
|~ TAMC QGazansna xizericms He Oimswme 3a 1038 1 1 He 6inpime 3a 10 5 | 1
depobrux MIKPOOp2anizvie) Cspon. apm.

He6inbue3a 105 ] 1
Bincyraas 1 r

Hara Bunycxy: 21.03.2023
Jlata xopurysamms: 19.02.2024

YHOBHOBaXxkeHa 0¢06a
[nionuc)

bapbapa Inosic (Barbara Gl Wis)




