OPI'AH IO CEPTU®HKAIIHWH, BAPETHCTPH POBABIIHH JAEKJIAPALTHIO

- JERJIAPALIHSL O COOTBETCTBHUH 3APETMCTPHPOBAHA N POCC RU J-IE. DMO8.A.054954 8

| Teaegpon/cparc:8(495)933-03-85.

NEKJAPALIUS O COOTBETCTBHU

JIEKJIAPAHT, TPUHUM AKOLHH TEKJTAPALHIO O COOTBETCTBHH
Q00 "Punchapm”

Ceedenus 0 pezucmpaytii opeanusayuu: MexcpanoHHas uncnexyisa dedepainnoll nano2o6ol c1vicov N 4p no

> Mockee 10.05.2018, OFPH 1125029007903, oama npucsoenus OI'PH 03.09.2012.
Adpec: 119019, 2. Mockea, ya. 3namenxa, o. 9.cmp. 3, om. 4.nom I, kom 1o¢h. 4.20.

B nuye: Tenepanvnuiit oupexmop I'puwaes 11.C.
Josepennoe 1yo: @aoees A.B.. dosepennocme 03/18 om 27.03.2018 2.

3ASIBJISIET, UTO

Aexkapemsennoe cpedcmen. Koiucmun, nopowos 08 npueomosienus p-pa st uneaviyui 80 vz (1000000 E/,
praxons! (100)/6 Komuiekme ¢ p-1em (RaMpu xiopuoa p-p 0,9%) avnyaer (100) 3 s/ kopotru kapmonvie, O1A
emauonapos, PY Ne JIC-002329 om 31.08.2010 (oama samener 20. 11.2017) svroano Tesa dapyayesmuueckue
Hpeonpusmus JImd., Hspaure, cepus 0135843 (p-av 015844), napmus 1447 ynaxosox, 200en 00 01.03.2021,
npowussoocmsa Keennus @apmacsiomuraic AnC. danus, Xellia Pharmaceuticals AsP, Dalslandsgade 11, 2300,

Copenhagen S, Denmark, / @opecm Tocapa JImo, Hpaiarous, Forest Tosara Ltd, Unit 146 Baldovle Indusirial Esice.

Baldoyle, Dublin 13, Ireland, koo OKITT2 21.20.10.191, koo TH B3I 3004200002, konmparm Ne QL-2018 om
20.03.2018, unsotic Ne 740001018 om 16.10.2018

COOTBETCTBYET TPEBOBAHHAM
H 42-14413-06 uzm. Ne [-3

JEKJAPALMS TIPUHSITA HA OCHOBAHUH
npomoxon ucneimanuii Ne 6572 s om 26.10.2018 HT 000 HI] "PAPMOBEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmuduram POCC [E.DMO8.C26189 om 26.10.2015

[PUHATHS TEKTAPALIIH 29.10.2018
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=" CBEJIEHMS O PETUCTPALIUH

RA.RU. 11®MO8 OPTAH 110 CEPTHOHKAIHH MTPOAYVKIIHA OBLIECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH HEHTP KOHTPOJIA KA9ECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yr. Macmeproea, 0. 4, 5m. 5, nom. I, kow. 1, aopec opeana no
cepmudpusayuu: 115280, POCCHA, 20poo Mocksa, yi. Macmeproea, 0. 4, am. 5., mex.:(493)788-02-88, 64p-
caiim: oyKK.pe.

JATA MQIPAHHH 29.10.2018
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CHCTEMA CEPTU®HNRALNUN TOCT P

OETEPA/IBHOE ATEHTCTBO O TEXHUYECROMY PEINV.IHPOBAHUIO H METPOIOTHN

g CEPTUOUKAT COOTBETCTBUY

Neo POCC IE.®M08.C2618¢

C‘sp T ¢u‘a\“\¢

Cpok AencrBust ¢ 2610.2018 no

)]

NA7A2C0
Ne Uo/45b0o

(

OPTAH MO CEPTH®HKAILINHU

RA.RU. 1HOMO8 OPTAH ITO CEPTHOHKALIH [TPOAVKLIHN OBLHECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOF HEHTP KOHTPOS KAYECTBA", aopec opeawuzayun: 115280, 2,
Mockesa, ya. Macmepkosa, 0. 4, sm. 3, nom. [, kom. 1, aopec opeava no cepmuchurayun: 13280, POCCHAH, sopoo
Mockea, yn. Macmepkosa, 6. 4, am. 5., men.: (493)788-02-88. ¢haxe: (493)675-47-89

MPOAVKIIHSA

Jlexapcmeennoe cpedcmeo: Koaucmun, nopotwos Aaf npusomogrenus p-pa oaq uiranayui 80 se (1060000 1
P ) PP

" yonep - koa OK 034-2014
ghnavonw (1000)/6 komnrexme ¢ p-aem (Hampus Xzopuoa p-p .3% ) asmyvas (1001 3 saxopaten sapmovseie. ons Ba

P (KITEC 2008)
PY Ne JIC-002329 om 31.08.2010 (dama 3amene 20.11.2017) amdawo Tewa Gapvayesmuiecsue Hpeonpusamis (OKTLLL)
Jma., Hipauas, 21 2010491

cepua 015843 (p-ne 015844). napmus 1447 ynurxvsox. coden do (11632021,
xoumpaxm Ne COL-2018 om 20.03 2018, unaoiic Ne 740007018 om 16102014

COOTBETCTBYET TPEBOBAHHUAM HOPMATHUBHBIX AOKYMEHTOB
HIT 42-14413-06 usm. Ao -3 ko TH BOA

3004200002

H3TOTOBUTEADB
Keemmun bapmaceiomuraic AnC, Xellia Pharmaceuticals AsP, Dalslandsgade 11, 2300, Copenhagen S, Denmark, o
@opecm Tocapa JTmo, Forest Tosara Ltd, Unit 146 Baldoyle Industrial Estate, Baldovie, Dublin I3, Ireland, Hpiuiis

CEPTUDHUKAT BbIAAH
000 "Punghapm”, HHH: 5029165886, adpec: 119019, 2. Mocksa, yva. uasenka. .9,cmp. 3, 3m, .poe |okoae [odgh 4 20
Texreghon/chanc:5(495)933-03-83.

HA OCHOBAHHH

cepmugpuxam ananuza npoussodumenn om 31.08.2018, npomoxon ucnsimanuie Ne 6572 s om 2610 2008 HIT 000 T
"OAPMOBOPOHA", ammecmam akkpeoumayun POCC RUDGOT.2 1140
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CepTH(HKAT He NPUMEHSETCH NPH 00S3aTEABHON CepTH(UKALUH




{norormn ) Popect Tocapa JInvmren
[Toapaznenenne Qopect Jatoparopis Erpona

DapmatesTiieckue Ipompoanrens IOuuT 146, Bangoiin Hunacrpuan Dereiir, [parog Poan, yonmn 13
Ten.: +353-(0)1-8321199 daxkc: +353-(0)1-8321200 Dnexrpornas nouta: T osarai@forest-labs.ie

CemelmRa'r Anamza

TTpoiykT: Harpus xnopua 0.9%
Homep cepr 015844
Crernd. Ne: BY-291-5/00

I[a‘ra r[ponzBoz(cma i
CpoK rogHocTH

07:2017
07/2022

TecTrl (MeTOABI) JonycTHMEIe 3HAUCHHA PesyabTaTsl
Ounucanne
BrenrHuii BII, TpO3paiHoOCcTh TPO3paTHBIH TIPO3PaTHEI

HM3paexkaeMblii 00LeM
{cornmacHo Epp. apm, 2.9.17)
OfbeM 5 OTHeNBHEIX aMITyI

HomunaasHo!
3 m/ammyna (100%)

HaenTngurauus

Harpuii

(oOpazosaHne OeNOro ocazka ¢ MHIPOaHTHMOHATOM
HaTPHT)

XIOPHIH

{oGpazoBanue Gelloro ocanKa ¢ pacTBOPOM HHIpaTa

cepedpa)

3uauenune pH
(cornacHo Egp. Gapm., 2.2.3)

AHanu3 coJep/RaHusA

Hatpusa xiopis (THTpoOBaHME M)
Hommuansro: 9.00 st (100.0%)
[Ipenener:

KonTaMAHAaNNA YacTHIAMH
{cornacHo Epp. ®apm., 2.9.19, Tect 1B)
Yactrrm! He MeHee 10 MM

JacTHIL He MeHee 25 MEM

He MeHee 3.0 m/amirvia

TIOTOXHITSIIEHO

TIOJIOHHTE/ILHO

5.0-7.0

8.55-9.45 mr/mn
(95.0-105.0%)

He Doree 6000/ ammyna

He Gonee 600/aMmyna

Cmp.1m:2

2

3.2 mn/amIyia

t

TIOTOAKHTEIBHO

TIOJIOKHTC/ILHO

57

8.97 mr/vn
99.7%

28/awvmyma

O/ammTyna

3aperHcTPHPOBAHHAST KOMITAHMS: Kak Boie. Pervcrparmonnsiii nomep B JlyGmmme No28434



(morotum ) @opect Tocapa

Ceprudumiar AHaM3a

[Ipoayxr: Harpes xutopug 0.9% Mara npomseoactea:  07/2017
Homep ceprm: 015844 Cpok rogaoctn @ 07/2022
Creunpukai, Ne: BY-291-5/00

TecTrl (MeTOABI) JonycTHMEIe 3HAYEHHS PezynbTaThl
CrepuibHOCTE MpeAnHcalHbI TecT C'repmuibHo {TecT
(cornmacuo EBp. @apwm., 2.6.1) npoiiaeH npoBesien B Labor L&S,

Bad Bocklat)

Bal\Tﬁ'pHaJ[thle IHAOTOKCHHBI

(cormacno Epp. Qapm., 2.6.14) He Gomee 0.25 ex/mn Menee 0,06 ex/wn
[oaroToBieHO: { HOAITHCE ] 20122017
BEneitn Bonim, MeHeIAep MO KagecTBY nara
IloaTBepACHO: I HOANHCE ) 20.12.2017
Maitk Komnine, yromHOMOYeHHOS JTHIO naTa

Crp.2m2



{noroan )} Popeet Tocapa JlnmiTen

[Tonpasnenenne dopect Jlatoparopns Eppona

DapMareBTHIecKHe npomponuTeni, 10mnT 146, Banjoiin Hupactpuan Hereitr, parae Poan, lyGnun 13
Ten.: +353-(0)1-8321199 dakc: +353-(0)1-8321200 Drexrpornas noura: Tosara@forest-labs e

Ceprudurxar Anammsa

MpoaykT: KoTneTH TOPOIIOK A/ PHIOTORIEHNA P-pa I/ MHTaIsI i Jata npomsoactea:  03.2018
Homep cepiiz: 015843 Cpox rogHoCTH: 032021
TecThl (MeTOABLI) JlonycTHMBIE 3HAYEHUA PeiyinTathi
Onucanxe

Beublii mwin 1oy OeNsli TMIPOCKOIIHHLIHA COOTBETCTBYET COOTBETCTBY T
TIOPOITIOK

Bpemst pacTBOpeHHSA

Cogep:ximoe | draxoHa/3 mi
{pacTeOp Xuopraa Hatpus 0.9%%)

[Tocne BCTPAXHPAHNSA B TeUEHHE MHHYTHI B TeUeHHe | MIHYTH 0 vots 22 cex
PaCTBOPHMO

XapaKkTepHCTHKH pacTBopa

Copepaiumoe 1 ¢pr1akoHa/3 MI pacTBopa
xnopuna Hatprst 0.9%

ITpo2paTHOCTh M OMANSCHeHITHA COOTRETCTRYET COOTESTCTEYET
{Cornacno Egp. @apm., 2.2.1)
Pacteop go/KeH OBITh IIPO3paUeH.

Oxpacka

(CornacHo Eep. ®apm, 222

PacTtrop GeclBeTHBIH 1 He MHTEHCHBHEE COOTBETCTRYET COOTBETCTRY ST
pedepeHTHOIO pacTeopa GY;

Bec nano/muTe 15

TeopeTHuecKH:

80.0 MI/(IAKOH ¢ aKTHBHBIM BeluecTBoM 125000 oKono 80 Mr 82.0 mr/durakoH
M.E./vr

OaHoobpa3ne HANOIHUTELA
(Cornacno Epp. Papm., 2.9.40)

10 dhmaxomon
[Ipuemounoe uucno [14;

Eem [14,, npeprimaet 15.0 TecTHpyloTe s ApyTHE He Goxee 15.0 4.7
20 dmakonon 1 BeaucTAeTCs [T,

30 ¢maxomon
IIpHemounoe uneno 11934

He Gomee 15.0 M OTCYTCTBYET HATIOIHUTEND He TIPHMEHHMO He TIPHMEHHMO
crapyxc (0.75) (M) — (1.25)(M)

Cmp. 1m3
3apeTrNcTpHPOBAHHAA KOMIIAHNMA: KAK BHINE. PerucTpaiioHHLI HoMep B JlyOmiHe Ne28434



{noroTun ) Popect Tocapa JInvuren

Tonpasmenenne Popect Jatoparopus Espona

DapmauepTideckre npoipsoanTenn, Fouur 146, Banoiin Hunacrpuan Hereidr, Tpanne Poau, HySnun 13
Ter.: +353-(0)1-8321199 akc: +353-(0)1-8321200 DieKTpOHHAA NOYTE: T osara@forest-labs.1e

Ceprupurar AHAIM3A

TpoaykT: KoMHETHH TOpOIIOK JUMPHTOTORTEHNS P-pa I/ HHTa I Jara mpomssonetea:  03.2018
Homep ceprn. 015843 CpOK TOZHOCTH: 03.2021
TecTn! (MeTOALI) JonycTHMEIe 3HAYCHHA Pe3zyvnbeTaThl
HaenTndHKranHA

Komnctumerat

CI’]HC—('I)HOJIE-T‘OBOE OKpallreaHie HHHTHIPHHOM TIONOAUTENEHO TIQJIIOKHUTEIBHO

OfecipeunBaHe pacTEOpa ioga 1 obpaszopaHue Hel1oro

OCalKa ¢ pacTBOPOM XIIOpHIA 6’:1]31'151 TIOJIOKHMTCIIBHO TIQJIOAKHTC/IbHO
TonxocoiiHas xpomararpadis NONOKHTEIbHO MOJI0KHTEIbHO
Harpmit

{0OpazoBaHMe HeII0r0 0CAllKa ¢ PACTBOPOM TIOJIOKHUTEILHO TIOJ0KHTE IEHO

MeToKCH(EHITYKCYCHOM KHCTOTE)

3uauenue pH

Copepiumoe 1 duaxoHa/3 M1 pacTBopa 65-85 8.1
xutoprza Hatpus 0.9%, nocne 30 MHHYT XpaHeHHA
(Cornacro Esp. ®apm, 2.2.3)
HoTepH NMpH BbICLIXAHHH
{Cormacro Erp. ®apm, 2.2.32) e Hoaee 2% 1.4 %
KonraMHHALHS YaCTHUAMH — HEBHIHMbIE HaCTHIbI
(CornacHo Esp. apm, 2.9.19, meton 1, Tecr 1B)
HacrHiel = 10 MM He Gonee 6000 /drakoH 124
YacTHIthl = 25 MKM He Homee 600 /drakoH 6
AHATH3 COAePRAHHA
(Cormacro Erp. Dapm., 2.7.1, meTog A)
Honmwman: 1 000 000 MLE /braxon (100% L.S)
[Tpenemsr:
KomcTHMeTaT HaTpst 925 000 — 1 075000 1 054 000 M.E./dnaxon
{ MHKPOGHOJIOTHIEC KOE ONPE/IeIeHHE) M E /nakon

Cmp.2m 3

SaperncTpHpOBANHas KOMIATIS: KaK BHIIIe. PerrctpaimoHHLif novep B JlyGmime Noe28434



{nororui ) Popect Tocapa Jlumuren

Honpasaenenye @opect Jladoparoprs Eepona

DapmauenTIaeckue npomsonreini, KOnur 146, Bangoiin Huactpuan Ucrelit, lpanae Poan, TyGmun 13
Ten: +353-(0)1-8321199 dakc: +353-(0)1-8321200 Direxrponras nouta: Tosara@forest-labs. e

Ceprudurar Anaamsa

TTpoaykT; KoaneTHH MopomIok U/ MPHrOTORISHNS P-pa U/ MHTa LI Jlata mpomspoactea: - 03.2018
Howmep cepmit: 015843 CpoK roZHOCTH: 03.2021
TecTwl (MeTOABI) JonycTHMbIE 3HAYEHHS PesyabTarni
bakTepHa/ibHbIE YHA0TOKCHHBI ne Homee 0.4 en/mr <02 en/Mr

{Cornacuo Esp. Dapm., 2.6.14, meTon A)

CrepuibHOCTH
{Cormacuo Eep. ®apm, 2.6.1) Ipe AINCAaHHbLH TeCT COOTBETCTBYET
TpoiijeH
IloaroToBneHo: ( HOAIHCH ) 31.08.2018
Eneitn Bonm, MeHeTAxep MO KadecTBY nata
[loaTRepAaeHO! { LOZINCEH bl 31082018
Maitkr Koaamse, YIoTHOMOYEHHOS AL nara
Crp.3m3 3

ZaperMCTPHPOBANTAT KOMIAHIS: Kak BLime. Permetparmonteiit movep B JyGmmume Ne23434



