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Hamenopaune:

Name:

Kareropus Marepuana:

Material category:

Homep marepuana:

Material mmiber:

Homep cepuu:

Bateh number:

Homep cepuu SAP:
SAP bateh number:

Ilpouasoputens:
Manufacturer:

Ynaxopngui / Bulrryckatonuii Koirponn Kavueersa:

Packager / Releaser:

Konuwecrso / Yucno ynmakonok:
Quantity / Number of SKUs:

Jata npouasopcraat

Manufacturing date:

Topen po:
Best before:

Wcnmranua npongiienss 1o HIT/ Creguukaimu:
Product tested in accordance with ND / Specification:
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llacmopr N 030001069002
Certificate of analysis Crpanuna | ua 6
Page | of 6

Huunapo, kancynn 4 mr

Ninlaro, capsiles 4 mg

FoTankiil mpopyrT

Finished proditet

6175919

00061218

11854283

000 «Taxena ®apmaceioTnkancy, Poccus

Takeda Pharmaceuticals LLC, Russia

000 «Takeaa Papmacbrorukancy, Poccua

Takeda Pharmacewticals LLC, Russia

868.000 IOT

868.000 PC
12.2018

12.2021

JITI-004500-191017, ngniodan uamenenna 1,2, 3,4

LP-004500-191017 inchuding variations 1, 2, 3, 4

PesynnTarsl MCIBITARMKI
Test vesults

Cootsetcrayer Hil

Complies with ND

Coorrercraye

Complies with N.

Haumenonanie
I'pedosanun HII / Crewsdmrcarn
TOKAIATEN ) 'p : 1 ) s ll )
Newme of characteristic Criteria in accordance with ND / Specification
Onucarue Taeppsle wenaTHOBbe Kancyns Ned, xopnyc
KANCyanl CRETI0-0PatHEBOro LBETA, KPbIULIE KA
KATICy/bl CBETN0-0PaHKEBOTO LBETa, C
nagmucamu "Takeda" Ha kpoiuenxe Kancynl u "4
mg" Ha Kopryce Kancyihl, HaHECEHHBIMU
yepHuiMy yepHHmami. Copepinmoe Karcyn -
ropouiok ot Genoro Ko JenTopato fenoro uEeTa
Appearance Hard gelatine capsules No 3, body of capsule is
light orange, cap of capsule is light orange, with
the printings "Takeda" on a cap of capsule and "4
mg" on the body of capsule made with black ink.
Content of capsule is powder from white to
yellowish white colar
Pacrpopenuc ue menee 85 % wepes 20 munyr (Q =80 %)
Dissolution not less than 85 % after 20 minutes (Q = 80 %)
Bopa <4,5%
Water conient

3,7%
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chromatogram of the tesi solution prepared for the
assay should corvespond to the retention time of
the ixazomib pealk on the chromatogram of the
standard solution (1,00 £ 0,05)
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Haumerosanue Toed HI/C .
—— pebosamn HIL et KA PesynnTarsl MCNBITAHI
Name of characteristic Criteria in accordance with ND / Specification Test resulls
Tomuunocts BOMCX Bpemn yACpAHBAKMA OCIOBHOIO KA 117 Cootnercrsyer HI
XPOMATOTPAMME UCTILITYEMOTO PacTBopa,
[IpHrOTORACHNIOND AN KOMUUECTUeUioro
OHPEJI,ETI.CHHH, NOMKHO CODTHCTCTBOBATL npemeH
yiepauparus nuga mrcasomua Ha
XPOMATGTPAMMC CTAHJIAPTHOTO PacThopa (1,00 £
0,03)
Identity HPLT The retention time of the main peak on the Complies with ND

Uniformity of dosage unit

OHHDPO)IUOCT!: nosuponanUs

B cooreercriuy ¢ Tpebopammi [P XIITAY
fomicen Gty we Gonee 15,0 %

I accordance with requirements of RSP X111 AV
is not move than 15,0 %

Coorsercrayet HIL

Complies with ND

KonuuecTscHoe 3,80 - 4,20 mr 3,96 mr
onpefieneHue

Assay 3,80-420 mg 3,96 mg
pumecs ML00701258 <09% 0,0 %
Impurity MLOO701258

[Tpumecs MLOO70 1201 21.0% 0,0 %
Impurity MLOOT01201

Cymma ipumeceit $0,5% 0,1 %
MLO0701339 u MLOO701340

Swmm of impurities

MLO0701339 and MLOO70

EnuHuuHan <0,5% 0,0 %
HenfieHTH(UUMPOBAHHAL

MpUMECh

Single unidentified impurity

Cymma npumeceit $24% 0,1 %
Summ of impurities

Qfuiee KONUYecT8O < 1000 KOE/r < 50 KOBE/r
agpolHbIX GaxTepuit

Total Aerobic Microbial < 1000 ¢fi/g < 50 efiily
Count (TAMC)

O6usee xommucerno rpuboa | < 100 KOE/r < 50 KOE/r
Total Combined Yeasts and | £ 100 ¢fi/g < 30 cfulg
Moulds Count

Escherichia coli Orcyrereyor B 1 r OTcyreTayer ||
Escherichia coli Absenceinl g Absent

Mapguponka

Ha Gnucrepe Ha PyCCROM AZLIKE YKAILIBAKOT:
TOproBOE HAUMEHOBAHUE TPenapaTa ¢
npeaynpesHTenLHOT MapkHpos Kkoit ®,
MEXTYHAPOAHOE HENATEHTOBAHHOE
{HAIMEHORANNHE 0IHPORKY B MT, HA3RAHIE 1
cTpany KOMMaHHH, ocyllecTBAsOWEH

Aamnymmioumﬂ KONTPONb KAYECTAA, HOMEP CEPHH,

[aHHH CPOKA roJiHoCTH.

EREN ‘
Ha 6ancrepe Ha},p@:gpumm AbIRE Y KATAHO:
TOPrOROE HAHMCHOHEHAE LPEnapard.c™
npeaynpeRHTenbLoil MapkHpoRraH ©,
MEXKIYHAPDAHOE HENATEHTOBAHHOS
HANMEHOBAIIHE HO3UPORKE B MF, HA3BANNE H
CTpaHA KOMMatuK, ocyltecTamo et
BBITIYCKAWOULHTT KOHTPONb RAUSCTAA, HOMEP CEP,

NATA OKOHUAHNA CPOKa FOMHOCTH.

"MEJTHITAJI-OHKO™);
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Hanmenopanme
TMOKA3ATENA

Nane of characteristic

Tpebopauua H]I / Cnenpnduicaigun
Criteria in accordance with ND / Specification

PeaynnTarns Benprranuii

Test results

Ha xapToHHOH ofnouke (POMEXYTOMHOI
YNakosike), B KOTOPYIO paosken GancTep Ha
PYCCKOM #3bIKE YKAIHIBAIOT: TOPIOBROS
HAUMEHOBAHHE Aperiaparta ¢ NPeAYIPENHTENLHOI
MapkupoBKoii ®, MeXXIY HapoiHoS
HENETENTOBAKIIOE HAMCHOBAHNE, JO3HPOBKY B
MT, NEKAPCTBEHHYIO QOpMY, KOJIMYECTEO KanTyl,
nevaTHBIM GrocobOM HAHOCHT! HOMED CEpHH
"Cepusi:", pary usrotosnenus “flara war.:", naty
oXOHAHWA cpoka roauoctH "[ogeir a0:";
Ha3paHue, agpec, HoMep Teaedona if paxca
dapmauerTIIecKoro npexnpuaTHa B Poceun,
OCYILECTBAIOLLETO [1[)011330110'!'30
("ITpomrssoauTens:"), HasBaHUE, CTPAHY U
norotn (Ha aHTIMHCKOM A3BIKE) OPHIHIECKOTO
JIHIE, HA HMA KOTOPOTO BELAAHO
perncTpauHOHHOE yaocToRepeHue ("Braneneu
PErHCTPaLHOHHOTD YADCTOBEPErNA: "), crocob
npUMETeITi, YCRoBHs XpaHeHus,
HPEYNPeANTENbHBIS HAAITHCH: "He
samMopaxcusars.”, "Xpanurs B opUrHHAILHOH
YNAKOEKE HCMOCPEACTREHHO 110 Npuema Kaw Aol
Kancynsl.", TeXHONOrHHECKHe/
NPOHIBOACTREHHbIC OTMETKH YTAKOBKH (npn
HEDBXOAMMOCTIL).

He xapToHHOMA latKe (MPOMENTY TOUHOH
YIAKOBKE) HA PYCCKOM A3BIKE YKA3BIBAIOT:
TOProBOE HAWMEHOBAKKE Mpenapara ¢
npeiynpeauTensHoi Mapkupoukol ®,
MEICTYHAPOIHOE HENATEHTOBAHKOC
HARHMEHOBAHHKE, IO3HPOBKY B MF, Ha3BaHNE
AeHCTBYHOMEro DEUECTRA 1 6ro Conepiratiie B |
Kalcyne B Mr, JCKapCTREHHYIO GOpMY,
KOAHYECTBO KANCYJ, AeUaTHRIM Crocobom
HanocaT: Homep cepyn "Cepiot”, nary
waraTopaenusn "Jlarta uar.:", Jaty OKOHYAHNA
cpoxa ropHecty "lones 1ot na3gaHue, aapec,
yomep Tenedona u haxca GapMaLesTHICCKOTO
npeanpATHa B POCCITH, OCYLLECTRIMOUIETO
MPOHIBOACTRO ("Mpon3soauTens:"), nazpaxue,
CTpaHY W IOFOTHII (Ha aHTANTICKOM A35IKE)
KPHARYECKOTO nuua, Ha imil K(!TGPOI"G-BE;U{&HO
perncTpaunonHoe yaccTosepeie ("Braneneu
perucTpalonHoro yaocTosepeHta:”), cnocol
IPUMEHEHTEA, YCIOBHSA XPAaHEHiA,
npefynpeanTensasie naancn: "He
aamopaxiBars.”, "XpaHuTs B OpHTITHANLIOH
YNAKOBKE HENOCPEACTBCHHO /10 IPHEMA KANI0H
KancymsL.", TeXHONOTHYSCKHE/
1IPOHIBOCTREHHBIE OTMET Y YMAKOBKI! (NpH
HeoBX0HMOCTH).

Ha wapronnoi o6imkke (mpomescyTouiof
YRAKOBKE), B KOTOPYIO BIOKeH Dasnerep Ha
PYCCKOM H3BIKE YIRIEHO: TOProBoe
HAHMEHOBAHHE NPENAPaTa ¢ NPeaypeanTen HOA
sapruponkoll 0, MeiayHapojHoe
HEIMTATEHTORAIIHOE HAUMEIIOBRHHE, IO3HDOBKA B
MT, JICKAPCTRCHIAA ﬁ}mpma. KOMUYECTDHO Kancyn,
feyaTHbIM CocoBOM HAHECEHO! HOMEP CepHit
"Cepus:", zata warotopnenua "Jlata nar:", nara
oxoHuaHis cpoka ragHocTi "'oneH ot
HA3BAKIE, AIpCS, HoMep Tenedora 1 gakca
{(apMaileBTHYECKOTO NPEANPHUSTIA B Poccin,
QC}’LU.&CTEHSIICIU.LB[‘O MPOH3ROJICTHO
("Tpon3nonuTeNb: "), HA3BARHE, CTPAHA
NOroTHI (HA AHTANHCKOM A3bIKE) IOPHUTECKOTC
NHTIA, HA HMA KOTOPOTO BHIAAHO
perueTpaumontoe yaoctoseperue ("Bitazener
PErHCTPALIIOHEOTD ya0cToBepeni:"), cnocob
[PHMCHEHHA, YCIOBI XpaHeHIbl,
npesynpennTensHsle Haanuch: "He
saMopakHRaTe.”, "XpakiTh B OPUrHHLILHON
YHAKORKE 1ENOCPEICTBEHHO 0 NpHEMA Kancaoi
kancynsl.", TexHoNorHIecKHe/
MPOH3BOACTREHHLIE OTMETKH Y NAKOBLT.

Ha kapToxHoii navke (TIpoMeicy TOTHON
YTIAKOBKE) HA PYCCKOM H3bIKE YKAIAHO! TOPronGe
HAMMEIORAHUE NPENaPaTa € NPeily NPeAHTENsHOH
Mapkipankoii ®, MeiTyHAROAROE
HEMATCHTCBANHOE HAUMEHOBEHHE, J03HPUBKY B
MT, Hazpakye AeieTRYIONIEro BEWECTa H ero
COAEPIKAHNC B | KANCYNE B MT, NEKAPCTBEHHAS
opia, KONHIECTBO KANCYI, MEUATHEIM
criocofom HaneceHo: Homep cepin "Cepuat”,
aaTa waroTonsieHus Jlara Har.", uara oxoHuaHKA
cpoxa roasoeTh "ofeH 10:"; HA3BAHHE, A/PeC,
Homep Tenedona 1 faxca GapMaLEBTHYECKOro
ApeANpHATIL B POCCHIL, OCYUIECTRIAIONErD
IIPOHIBOACTRO ("Tpoussonutens:"), HaIsaxue,
crpana 1 AOFOTHT: (Ha AHCITICKOM AILIKE)

PErHCTPALHOHHOTO Y1
NpUMEHENHA, YCIOBHI
PeSly NPt TeNbHbLE é’;‘annncn: "He
samopaimars.”, "X paHiTh b 0pHI THAILHOH

YIEKOBKE HETIOCPECTREHHO 10 MBHEME K AoH
Kancysl.", TexHonorHHECKIe/ o s/
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Haumenopanue
TOKa3aTensa

Name of characteristic

Tpedopanun HII / Crneunduxaun
Criteria in aecordance with ND / Specification

PeaynbTaThl MCHbITANMHi

Test results

\Labeling

Ha kapTouHoii navxe (sTopuuHoll ynakoske) ta
PYCCKOM A3BIKC YKu3bIBAKOT: TOPTOBOE
HRHMEHOBAHHE NIPEnapaTa ¢ NpeiyIpenTenkHo
mapixposkoi ®, Menaynapoarae
HENATEeHTOBAHHOE HAHMENORAHNE, IO3HPOBKY B
Mr, Ha3gaHue neHcTByIoNero semecTsa i ero
cojeKAHNE B | Kancyae B MI, JIBKAPCTREHHYIO
thopMy, KOAHYECTBO KAaIeys, Hassauue, aapec,
nomep Teneona n daica dapmanesTHHECKOrC
npeunpuatis 8 Poccru, ocyuiecTsiasionero
npousroacTao ("TTpoussozuTens:"), Ha3sare,
CTpaNY H A0rOTHN (HA AHIIHIACKOM A3bIKE)
1OPHAMIECKOrO ML, B HMS KOTOPOro BRLIAHO
perucTpauHontoe yaocropepente ("Baasenel
PErHCTPALHOHHOTO yAocTonepenusa:”), cnocof
MPUMEHSHI, YCIOBH XPaHen s,
npeaynpeanTenbiibie Haanuen: He
1aMopancHBaTh.", "XpaHuTs B OPHTHEWILHOR
YHAKOBKE HENOCPEACTBEHHO A0 PHEME KaskACH

oTMeTKH ynakosky (Mpu HeobxoamMocTH).

JlononnutensHo MoryT GbITh HAHECEHD!
HEPEMEHHLIE [AHHRIS C HASHTU(HKATOPOM
NPHMEHCHEA (MPH HEOBXOUMOCTH):
KOHTPOABHOTO HASHTHOHKALIOHHOTO 3HaKa
(KK3); robanbHOro HaeHTHHKALIHORHOrD
slomepa Toproeoft eaprmis (KIT:);

{norpebuTensekoit) ynakoaid (CH:).

The blister in Russian langitage should be
indicated: trade name of the medicine with
warning label ®, international non-proprietary
name, dosage in mg, name, conntry of company
performing the releasing quality control, batch
number, expiry date.

in which blister is inserted, the following
information in Russian language shouid be
indicated: irade name of the medicine with
warning sign ®, international non-proprielary
name, dosage in mg, dosage foroi, quantity of
capsules, printed: batch number "Batch:”,

Best before: " name, address, phone and fax
number of the pharmacentical cempany in Russia

carrying out mamifactwre ("Manyfacturer:”),

which is the registered mamifactiring
awthorization holder ("Manufacturing

storage conditions, warning natice: "Do not

packaging marks (if necessary).

Ka FIC_YJ'H.-I.", Texmoneririeckue! MpoOU3BOACTEEHHDIC

WHAHBHAYAILHOTO CEPHIHOrO HoMepa BTOpHunoH

On the cardboard cover (intermediate packaging),

manufacturing date "Date of mamyf.:", expiry date

name, country and logo (in English) of legal entity,

authorization holder:"), method of adminisiration,

reeze.”, "Store in original package directly befare
ginal packagy ¥
each capsule is taken.", rechnological / production

Ha xaprosnofl nauke (sropryHell ynakouke) 1a
PYCCKOM H3bIKE YRASAUO! TOProBOe
HAHMEHOBAHINE NPCAAPATA C NPEAYNPEeRHTeNbHOA
Maprupoekoil @, MexKayHaposHoe
HENATEHTOBAHHOE HaUMEHODAHIE, N03HPORKA B
MT, HA3BAHIE ASHCTRYIOUIErO BELWECTRA H €10
coaepiarte o | Kancyne b Mr, fexapcTBeRHAs
(opma, KONNYETTBO KAncyst, Ha3Balme, aapec,
nomep TenedoHa M axca (apMaLesTHICCKOro
npeanpraTi 8 POCCHH, OCYLIECTBANIOINIETO
IIPOH3ROACTEO ("[ponasoanTens:"), HASBAHNE,
crpaHa u noroTwn (HA ANCIHTICKOM A3biKe)
IOpHLIECKOTO THItE, HA UMA KOTOPOTO BhiaHO
PErHCTPALIIOHHOE YA0CTOREPERNE ("Bnagenew
PerHCTPALIORHOND yAoCTOBEpEHIN. ), cnoced
NPHMCHEHHA, YC/IOBHA XPaHEHH,
npeaynpeanTenbible naamich: "He
saMopanuBars.”, "XpaHuTh B OIrHHAIBHOH
YNAKOBKE HENOCPEACTBEHHO A0 NPHEMA Kok
Kancysbl.", TexHoornyeciue/
[POH3IBOACTREHHEIE OTMETKH YNAKOBKI.

HaHeceHb! nepeMeliinie AaHHbIE C
WICHTH(UKATOPOM TPUMEHEHHSA: KOHTPONLHbI
WASHTH(HKALHONHEIT 3HAK (ICH3); rnobansbifi
aeHTHOUIKELHOHHLL HOMEP TOProBoll AL
(KTT:); uitgrenayalstingl cepuiinei i Homep
propuuHoll (noTpelduTentcroil) ynaKoski (CIH:).

The blister in Russian language has indication:
(rade name of the inedicine with warning label ®,
international non-proprietary name, dosage in
mg, nane, country of compaiy performing the
releasing quality control, batch manber, expiry
date.

On the cardboard cover {intermediate
packaging), in which blister is inserted, the
Sollowing information in Russian language is
indicated: trade name of the medicine with
warning sign ®, international nen-proprietary
nane, dosage in g, dosage form, quaniity of
capsules, printed: batch mupher-=Baich:",
manufacturing date ”Q?{(é\qfnfan’téf.ff o

iy

date "Best before:"; viame, address, pﬁ‘é?{e;ﬁ;lc{
Sax monber of the pharmaceutical company it
Russia earrying ourmanfactuee: | ‘

("Manufactirer: )] i nre, eounty and lg

A\

£
2y, which is the regls grtd
vization holder 7
e ethod

English) of legal en
manufacturing authey
("Manufocturing anhor }‘gf{m: holde
of adwifnistration, storage  avarning
notice: “Da not freeze.", "Stor original
package directly before each capsule is taken.”,
technological / production packaging marks.

ana
NOKYMEHTOB
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Hausmenonanue
ToKa3aTens
Name of characteristic

Tpedosanus HIT/ Creyudxannn
Criteria in accordance with ND / Specification

PeaynuraThl HEMbITAHY i

Test resulls

On the folding box (intermediate packaging) the
following information in Russian language should
be indicated: trade name of the medicine with
warning sign ®, international nen-proprietary
name, dosage in mg, name and dosage of active
pharmaceutical substance in one capsule inmg,
dosage form, quantity of capsules, printed batch
number "Batch:*, manufacture date "Date of
manyf:", expiry date "Best before:"; name,
address, phone and fax number of the
pharmacentical company in Russia carrying out
manufacture ("Manufacturer:"), naine, country
and logo (in English) of legal entity, whicl is the
registered manufacturing authorization holder
("Manufacturing authorization holder:"), method
of administration, storage conditions, warning
notice: "Da nat freeze.”, "Store in original
package divectly before each capsule is taken.",
technological / production packaging marks fif
necessary).

On the folding box (secondary packaging) the
fallowing information in Russian language should
be indicated: (rade name of the medicine with
warning sign ®, internarional non-proprietary
name, dosage in g, name and dosage of active
pharmaceutical substance in one capsule in mg,
dosage form, quantity of capsules, name, address,
phone and fax number of the pharmaceutical
compary in Russia carrying out mamifaclure
("Manufacturer:"), name, contry and logo (it
English) of legal entity, which is the registered
manufacturing authorization holder
("Manufacturing authorization holder:"), method
of administration, siorage conditions, warning
notice: "Do not freeze,”, "Store in original
package directly before each capsule is taken.”,
technological / production packaging marks (if
necessary).

In addition, the following variable data with an
indicator of use may be printed: control
identification sign (CIS); globel trade
identification number (KP:); individual serial
muanber of the secondary (customer) package
{SN:).

On the folding box (intermediate packaging) lhe
Jollowing information in Russian language
indicated: trade name of the medicine with
warning sign ®, international non-praprietary
naine, dosage in mg, name and dosuge of active
pharmaceutical substance in one capsule in g,
dosage form, quantity of capsules, printed batch
aumber "Batch:”, manufacture date "Date of
manuf.:", expiry date "Best before:"; name,
address, phone and fux number of the
pharmaceutical company in Russia carrying out
manyfacture ("Manyfacturer:"), name, conniry
and logo (in English) of legal entity, which is the
regisiered manyacturing authorization holder
{"Manufaciuring authorization holder:"), method
of administration, storage conditions, warning
notice: "Dao not freeze.”, "Store in original
package directiy before each capsule is taken.",
technological / production packaging marks.

On the foiding box (secondary packaging) the
following information in Russian langnage is
indicated: nade nante of the medicine with
warning sign ®, international non-proprietary
name, dosage in mg, name and dosage of aclive
pharmacentical substance in one capsule in mg.
dosage form, quantity of capsules, name, address,
phone and fax mmber of the pharmacentical
company in Russia carrying ou! manufacitire
("Marugfucturer:"), name, country and logo (in
English) of legal entity, which is the registered
imanufacturing authorization holder
("Manufaciuring authorization holder: "), method
of administration, storage conditions, warning
natice: "Do nol freeze.”, "Store in original
puckage directly before each capsule is taken.”,
technological / production packaging marks.

The following variable data with an indicator of
use printed: control {dentification sign {CIS);
global trade identification number (KP2);
individual serial number of the secondary
(eustomer) package (SN).

ana
NOKYMEHTOB
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Hanmenonanue . 1
S SlENaTeE Tpebopanma HIL/ Crneyuduranun PesynnraTel MCTpITATE
Name of characteristic Criteria in accordance with ND / Specification Test results
Ynakoska Mo | xancyne » Gaucrepe [TBX Amommnuit/ To | ramcyne 8 Gmuctepe TIBX Asostsuit/
AJIICMUEI, BAOMEHHOM I CKTAABIBAIOULYIOCH AMOMUi, BAGKEUIOM B CKIIAJILIBAICILYIOCH
Kaproitityio ofnokky. [To | kapToHKo# obnowxe | kapronnyo ofnoxay. [lo 1 kapTonnod obnoxexe
pMecTe C l‘lHCTP)’K![HEﬁ 1o ﬂ})!{MCHCHH]O BMECTE C HI'ICTIJ}I'KI{HB“ no [lp[ih{EHCHHIU
MOMEAI0T B [TaUKY KApToiiylo, 3 Kaprommne NOMELLEHO 1 MAYKY KapTORKYI0. 3 KapToHHbIe
TIAYKY [OMEIIAI0T B OOLLYI0 KAPTOHHYIO HatKy. nasxu ToMeuenst B 06LLyI0 KAPTOUHYR TadKy.
I1a saUTHEM HakneiKe TOnorpaduieckus Ha sanprioll Hawieike ronorpaduiiecicnss
crocoBom yraamuaet norotun «Takeday criocobom yrasad noraTun «Takeday
Packaging I capsule in a PVC Alumimen / Atwminunt blister 11 capsule ima PYC Alnmimum £ Alyminum blister
inserted into the folding cardboard walet. | inserted into the folding cardboard walel. 1

cardboard walet, with patient information leafiet, cardboard walel, witlt patient information leaflel,
pul ina earton box. 3 cardboard boxes are placed | put in a carton box. 3 cardboard boxes are placed

in an overall carton box. The "Takeda" logo is in an overall carton box. The Takeda logo is
indicated on the pratective label with a indicated on the protective label with a
holographic method,, holographic method

Cpox rogsocTy 3Tona 3Tona

Shelf-ife 3 Years 3 Years

Venopus XpaHeHU 1 XpasuTs Ipy Temreparype He e 25 rpajycon Xparrurh: TPy TeMIlepaType He BhuLe 25 rpajycos

TPARCTIOPTUPOLICH Llenveus, He saMopaxusath Uenbeun, He samoparupars

Srorage and transport Store at temperature not move than 23 degrees Store at temperature not wore than 23 degrees

conditions Celsius. Do nol freeze Celsius. Do not freeze

ZaxoueHnE:

Conclusion:

HaumMenopanue Huuunapo, kancymt 4 mr nonep cepun SAP | 1854283

Name Ninlaro, capsules 4 mg SAP batch mumber

CooTBEICTBYCT TPEOOBAKIMAN H/ Creyndpuxaiiu JIT1-004500-191017, srmovan uaMcieHml 1% 34

Complies with the requirenients of ND / Specification LP-004500-191017,inchiding variations 1. 2,34

Yrsepaun: WAUA TBYMR DEX (HEAD OF o Mara w nopues:? 1, 0

Approved by:  h ABPEAWEH [ R, ABRANANT AR Date and signature:

“MELJLV.Ih‘i.ﬂ-{)HE{O" 3

ans
.’J\O:(‘.J"MEHTOB



