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®Dopma: Bepcin:
(’) N OV A RT I S Cepucpixar cepii [N13:  762239,19082020-1910.1
| Ceptudpikar cepil N3 CAM Mocunanus HOMep: DE020200260994

BugaHo:

Hoeapric ®apma MbX

Pynwrpacce 25 ta OBep TypHwTpacce B, 80429, HiopuBepr, Himeuunna

CEPTU®DIKAT AHANI3Y

niBkosowo 06onoHKo, no 200 mr

Rlanyin .= Neo cepiiin bulk: HNara :'_1'.1|;:=-.-1'§‘j|,i'_l_’5ifa};‘_'r.‘if:'\

s g |
CTI:

23-N1nn-2022

Kinbkicre ausu%nun MeTonom BEPX 95,0 - 105,0 % Big 3aseneHoro BMicTY ' 99,8 % —}
*  PuBoumkni6 ! ’
—————————— e e t— e e S —— ———— ————— — _*. -— e ee—
| NpoayxTy po3knany meronom BEPX |
TR T vy R = _ —
|+ Creuudiosanmit 565-13, s He Ginsuue 0,5 % I 0,2 % _j
nepepaxyHky Ha 3asBneHui BMicT {
puboumkniby | .
R e T e (RN —_— -
. Bynb-nq!:uﬁ Hecneuudikosanmii, 8 | He Ginbwe 0,2 % JI <01% !
nepepaxyHky Ha 3aseneHui smicr |
PiuCounicy | i ol o8 S— ——
*  Cyma npoaykris posknapy, 8 He 6inbwe 1,0 % 02% e‘
NepepaxyHky Ha 3asaBneHwit smicr !
puBoumkniby |
I | — . SRSUN| WSRO, e el = o | — S
MikpoGionoriuxa uncrora |
s Rl b = R B T ~ o 4
**BusHaueHHs 41cna mikpooprawismis I
(meTopn anciaauniu Ha valuku) | ]
o B3araneHe uucno aepobHux He 6Ginblwe 10° KYO/r | **He Tecrysanu |
MikpoopraHismis (TAMC) ! .
e ————— —-———r—-—-—.—.—-—.—-—.---.—\__-— i et s — e —— — e — —_— _— e —_— - - - ,-
*  3aransHe Yncno ppixaxesuxta | He Ginbwe 102 KYOrr | **He Tecrysanu 5
nniceHesux rpubis (TYMC) ;

¢ Cneundbiunuii mikpoopraniam J Bi.qcymf

— 3 - e —

. ": B & ) i

] W ¥ » § S g oy ﬂr.a
* - BunpoBysanus NPOBOAATLCA Tinbkv Ha BUMOrY, oaHak NpuHaimki oMy cepilo mae GM
kanenpapHoro poky, 8 Akomy npopykr Bupo6neHo. R >

** - MposoauTsLCA B Mexax napTif Ha 5 nocnigoBHMX BUPOGHN4MX cepinx. AKWO BUMOM BUKOHY
3MEHWWTU Ao KoxHOT gecaTol cepil. MpuHaiiMKi ogry cepiio mae 6yt Bunpobysaro npoTtarom
NPOAYKT BupoGneHo.
—.—.-.—-'-——_.... —— e — ——— —— e s . S — e —— - e e |

f
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Qopwma: Bepcin:

(‘} N OV A RT l S Ceprudbikar cepil [13: 752239;;2220:203-21;?;

Cepudpikar cepii 13 CAMN MocunawHs Homep:
Bupauo:

Hosaprtic ®apma Mm6X
PyHwrpacce 25 ra O6ep TypHwTpacce 8, 80429, Hiopu6epr, Himeuuuna

CEPTUDIKAT AHAJI3Y

T w3 L MBS
5“:1_. ks

KICKARNI, Tabnerku, BKpuTi nniskosoo 060noHKo, no 200 Mr

ynakosui Ne matepiany'in Ne cepir in bulk:' “‘Oara BUPOGHWUTBA:
DUk A oy,

ANDATH

863308 SDR989 23-Nnn-2022

|
|
|
1

3oBHiwHwin aumﬂj: BlayansHo

*  OQopma ] Kpyrna, Burnyra 3i ckowenumu Kpaamu | Bignosigae |
* Konip Csitnuii cipysaTo-dionerosuii | Bianosigae {
r— *  Pucka BEes puckn | Bignosigae |

*  TWUCHEHHA «RIC» 3 ogHoro 6oky Ta «NVR» — 3 iHWworo Bignogigae

L] nlﬂmlp i Npuﬁnﬁsuo 11,1 MM._*‘"‘__ i o Bl;noshae -

e

BnactueocTi

S SRS I —————— e e ————

T T—

Cepeaun maca Uinbose sHaueHHs: 447,2 mr 451,5 mr |
Aianason: 424,8 - 469,6 mr | ]

laenTudIkayla

laenTudikauin MeToAoM yo-Ranoamae c'r_au.n;;w
cnexTpocgoTomeTpil
*  Pubounkni6

“laenTudikaua Gap?HHﬂs: e T T s T o e g
> Twraw MNosutusHa J

e e — e e e

* 3anizo | MoautusHa !
e~ e e SR TR L . — —— T 4
f Yucrora ﬁé
Bopa metonom Kapna diwepa He Ginsiue 6,0 % ,%’
(noTeHuiomeTpuuHo) Sy P R TR =k |
- B ey e o, ORI SR O o sl ol M) ——— 53 S—
Bunpo6ysanus Lo e {
PoayuHeHHs MeToAoM Y- [Ha meHwe 80 % (Q sa 45 XBUNWH) 8in 3aseneHoro "suicﬁi" : ' |
cnekTpohoTomeTpil BIANOBIAHO A0 Tabnnui KpuTepils 1 rapmoHisoBaHuX €ap.| i cu- et ;
*  PuBouukni6 Papm., hapm. CLLUA ra dapm. Anoir (Tinbku pisHi 1 Ta 2) | |
| OaHopigHicTs A030BaHNX oAuHuUL | Bignosinae sumoram rapmoHisoeaHol npoueaypw ' ;
| PO3paxyHKoBO-BarosuM metoaom ®apm., thapm. CUIA Ta ®apm. Anowil e , !
Il_ . Plﬂlﬁoulllmlﬁ & i . |
. —t—— ——— e At - i —_—

| InewTuciauin meToRom BEPX

*  PuBouukni6

Bignosigae c'r_au,qapry

CropiHka 33 4




Qopma: Bepcla:
( ) N OV A RT I S Ceprucpikar cepil IN3:  762239.19082020-1910.1
Ceprudixar cepil N3 CAMN Mocunanus HOMep: DE020200260994

Buaaso:

Hogaptic ®apma Mu6Xx

PyHwrpacce 25 ta OBep TypHwrpacce 8, 90429, HiopHGepr, HiMeuuuna

=141 l UTBC :i:1?!a::{il}if.aﬁli};;;qu-'u;:2!515}45535 __y;y;%;151;:;},_. AR

Hosapric Ciuranyp ®apmacbioTikan 10 Tyac Beit Neiin, 637461 Cinranyp,
- Mensiodekueplnr Mre. Nira. } Cinranyp

A HH ¥

Hosapric ®apma Npopakwix rmeX Odbninrep Wrpacce 44, 79664 Be

p, HiMeuuuHa

Wrpacce 44, 79664 Bep, Himey

Hosapric ®apma Mpopakwh MMeX

—— —————— et —

,' Ochninrep

YuHa

' Nig vac Bupo6HuuTea Ta nakysaHHs He 6yno BUABNEHo BiAXWNeHs, Wo

| MOrfN BNAMHYTU Ha BWNYCK NpoaykTy.
etz 8 0 P OB DPORYET —— .

| Nia Yac supo6HuyTea Ta nakysaHHaA Oyro BusiBNEHO HacTynHi BiAXWNEHHSA,
2 AuB. Hkye (l-lo_Mep_l_a peecTpauil BL‘.]XHﬂ_eHb B €NeKTPOHHiIit cnc'reM_i): _

He sacrocosHo

AocnimxysaHoro nikapcekoro 3acoly. lMpoTokonu Bupo6HUYTBA, nakyBaHHsa Ta aHanisis 6yno nepernsHyTo
, Ta BCTaHoBsneHa Ix signosigHicts GMP.

e S R— —

Y

uctonaga 2022

Cropivka 23 4




®Qopma: Bepcin;

(') N O VA RT I S Ceprucpikat cepii N3 Cff: I:'IT::::::: F::)z: 76223933:2203-;6?9:

Bupauo:
HoBapric ®apma ruex
Pyrwrpacce 25 ta O6ep TypHwrpacce 8, 90429, HiopuGepr, Himeuuuna

CEPTUDIKAT BIANOBIAHOCTI CEPJj

UA/18157/01/01

Puﬁoummlﬁy CyKumHar (e

B ——

(=17 Fa @ hI3] MID Y INaKo :':‘.",'

Mo 21 rabneryi y

— T

Gnicrepi; no 3 Gnicrepu y

= Ve r;”lli.‘.'“L’,E!N"‘ cen e A

23-NnUnN-2022

———— e

|' YEP-2025

B e e S —_— ———

! PyHwrpacce 25 ra O6ep TypHwrpacce 8,
90429, HiopHGepr, Himeyynna

SHATEINGI E_BY_0s_Mia_2022 o060

Tog,
51

0¥ Pig
":;"51 ]

o
.,}"
o
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Form: Version:
(’j N OV A RT I S FOF Batch certificate:  762239,19062020-1910. 1
FDF Batch certificate SAP Ref, num ber: DE020200260994

Issued by:

Novartis Pharma GmbH
Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuernberg, Germany

CERTIFICATE OF ANALYSIS

'._'-.|;"|_J:|'.-,:'-' ! IR T o
AL, film-coated tablet, 200 mg
tediBatch Ne Bulk'Ma [erial No: nufa

863308 23-JUL-2022 l JUN-2025

e e . —— e - e —————T I —

Assay by HPLC | 95.0 ~ 105.0 % of declared content | 99.8%
* Ribociclib f

_ _Dqgrad_ation Products by HPLC

* Specified 565-13, based on | Not more than 0.5 % S [92%
the declared content of Ribociclib _ _ | i e =
* Any unspecified, based on | Not more than 0.2 | <0.1%

the declared content of Ribociclib |

* Total degradation _prodl;nf:ts. .l;loi. moré_thE;\' 1_.07,6__ - '73'2 %
based on the declared content of :
E i_?_iboclclib

I\i‘llcrobiologlcal purity

**Microbial enumeration tests

(Plate-count method) |

* Total aerobic microbial count Not more than 103 CFU/g |J **Not tested
(TAMC) ‘ L
l

“*Nottested

* Total combined yeasts an ! Not mof;han 10;CFUig

moulds count (TYMC) ; |
=ittt dahell, 250 0L Lo

_5 **Not tgsteq

_* Specified mlcrqfqrgan_isr_n | Absence of Esc_he:_'i_c_:hia_ coliin1g

* - Tests are carried out only on request but at leas_t ohe batch must be fested M
Product is manufactured. ..,,ff"‘“’”’"\
=rEecttend oS : _06& e R S U, -
rﬁnmﬁmﬁf tion batches. If the requirements are mét
Atfea: t-oe batel
g N

** - Lotwise performance on 5
reduced to every tenth batch.
&

manufactured, Ag ®
e —— = :‘E:".‘
fE

Ll — ‘4{... i SRS
%8 o

h;*must be tested in each calendar 4 ar




Form: Version;

(') N OV A RT I S FDF Batch certificate:  762239.19082020-1810.1
it ' FDF Batch certificate SAP Ref, number: DE020200260994

Issued by:
Novartis Pharma GmbH
Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuemberg, Germany

CERTIFICATE OF ANALYSIS

Medicli Py duct: :
r KISQALI, fllm-coated tablet 200 mg
sriptediBat SulkiMaterial'Ng

863308

Manufacty ng Date: =Xpiry:Date

23-JUL-2022 JUN-2025

Bulk Batch Ne

SDR989

Requirements

Appearance by visual
examination
“_-- Shape Round, curved with beve!edﬂedge : ﬁmﬁ]_éompliea _t
¢ Color Light greyish violet { Complies N
___:_Score i No score S T S ___“'_-R:n;ﬁés
 Debossment | “RIC" on one side and "NVR" on the * other slde __--._,. | Complie_s_—_ .
L'T‘néaaaf‘”“'_““f [ Approx 44 mm ‘_“"'_'_j"“_“ic°mmms'_:::
m _____ e amo e 1. s
Mean mass Target 44? 2mg o f 451.5 mg
| Range: 424 8 —469.6 mg g |
Identification
Identity by Uv-s\pectmphotometry J Corresponds to reference ['— Complies
. Ribocicllb " i, L
*identity o colorants: ‘ [
e Tm SR D [ Nottesto
* lron J Positive 2 % *Not tested
Purlty : __——uﬂ_—‘_m bt e S 3 P
Water l;y ?(gr! I;;s-tgt;er i fuf:lt—)t—m;r; than 6. 0 % o 19?“ 5
_(Totentiometrio) | ! :
> l;arformance ‘ | . . o _ N
Dissolutionby Uy Not less than 80% (Q in 45 minutes) of the ' : ntent | Complies
spectrophotometry according to acceptance table 1 of hannonized Ph. Eur,, [
* _Ribociclib USP and JP (Stages 1and 2 only) ; .

- i e —

Unfformny of dosage units by mass | Meets the requlrements of ihe Ph. Eﬁ? o

variation - harmonized procedure &
__* _Ribociclib _ _ é :
ldenﬁty by HPLC Corresponds to refarence 4

. Rlboclclib

e e WRR WS

Page 3 of 4




Form: Version:

OiNovarTis | weel® e

Issued by:
Novartis Pharma GmbH
Roonstrasse 25 und Obere Tumstrasse 8, 80429, Nuemberg, Germany

CAddress: - 3

11fa PO P
idCLurer

' Novartis Singapore Pharmaceutical 10 Tuas Bay Lane, 637461 Singapore,
f Manufacturing Pte. Ltd. [ Singapore

Prima ckaaa

Novartis Pharma Produktions GmbH

eflinger Strasse 44, 79664 Wehr, Germany

Y pack {ef:]
harma Produk

Address:

tions GmbH

Oeflinger Strasse 44,

_{ may_in_flue_ncg th_e @leasg of the product. _ S )
' During the course of manufacturing and packaging the following deviations were
orec. see below (deviation reference Na in electronic system):

I + 1' During the course of manufacturing and packaging there were no deviations, that
{
l

Not applicable

LJ}

f | hereby certify that the above information is

authentic and accurate. This batch of product has been

| manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
' compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the

Marketing Authorization of the importing country or product specification file for Investigational Medicinal
| Products. The batch processing, packaging and analysis records were reviewed and found to be in
' compliance with GMP.

5@ duthorized by

ed (Authorized) Person

' Michael Bayer

Bay@r MICJ]@?!’@E‘::% S

mﬂﬂw by Bayer Michaei

X Oy

Page 2 of 4




('} N OV A RT I S FDF Batch oerﬂ::ar: 732239.1908202101::2‘1:

FDF Batch certificate SAP Ref, number: DE020200260994

Issued by:
Novartis Pharma GmbH
Roonstrasse 25 und Obere Tumnstrasse 8, 90429, Nuernberg, Germany

BATCH CERTIFICATE OF CONFORMITY

l 732239 | Ukralne

Mency.

|' Ribociclib succinate (equivalent to 200  mg ribocicllb)

' Fllm-coated tablet, 200 mg

—— i ——— e e e el e 1 5

Il}n }dr :

21 tablets in bllster. 3

blisters in carton

d Expiry Date

Novartis Pharma GmbH ' Roonstrasse 25 und
| i 90429, Nuernberg. Garmany

Obere Turnstrasse 8,

Page 1 of 4




JEPXUIIKCITYKBA
AEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KUEBI

ByJI. Bepesuskischka, 29, Kuis, 02098, tes. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls. gov.ua,https://www.dls.gov.ua, Ko €IPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3€HOro B Yxpainy gikapeskoro 3acoly
23.02.2023 Ne 8251/23/2611
KICKAJII

(naimeHyBanng nikapeskoro 3acoby 3rinHo 3 peectpauifiuum HOCBiueH M)
TabJieTkn, BRpuTi INTIBKOB 00 060./10HK010, 110 200 Mr, mo 21 rabuerni y Guicrepi, o 3
baicTepn y kaprommiii Kopo6ui

(tbopma unycky, A03yBaHHs, BUA NaKyBaHHs nikapcskore sacofy)
Homep peecrpauitinoro nocsinuenns UA/18157/01/01 CTPOK Aii peecTpauifiHoro nocsinuenns 1 9.08.2025
Cepis nixapcekoro sacoby Ne WXU70 Kinexicrs BBe3eroro nikapcskoro sacoby 10

Bupo6uuk Hosapric ®apma I'm6X, Himeyunna

(HaliMenyBanks BUpoGHIKa nikapcrkoro 3acoCy, kpaina noxomkenns)

Baeseno 8 Vxpainy Tosapucrso 3 o0MeReH o010 BiANOBigaNbHIcTIO "BizHec Henrp
Papmanin", izenr. xon: 30177378

(HalMenyBanns Ta kox 3a EAPIIOY 1opuanuuoi ocobn a6o npissuwe, im's, no baTbkoBj
izuanol ocobu - nignpuemus, i Micue NpOXHBAHHA Ta peecTpauiiiuuii Homep obnikopoi
KapTK¥ MiaTHuKa noxatkis aGo cepia Ta Homep nacnopra)

3a  pesynvraramu AEPHABHOTO  KOHTpPONIIO BCTAHOBNCHO, WO Jikapcekuil  3aci6 BBE3CHO B Vkpainy 3
AOTPHMAHHSM pumor SaKOHOZABCTBA MON0 3a6e3neyeH s AKOCT] JHKapChKMX 3aco6is.

Hauanenuk Muxkona XOJIOAEHKO

(nocanosa ocoGa Oprany nep:kaBHoro xoni-pomo) (ninnuc) (iniuianu Ta npissuie)

M.IL.

o
2
o
e
e

X

=

e}




' dopma: Bepcia:
( N O V A R T l S CeprudpikaT cepii [N13:  762239.29092022-1762.2
Ceprudpikat cepii N3 CAlN MocunaHHAa Homep: CH120200622957

BupaHo:

HoeapTtic ®apma M'MB6X
PyHwTtpacce 25 ta O6ep TypHwrpacce 8, HiopHbBepr, 90429, Hime4yunHa

Bupob6HuuTBO Hepo3dhacoBaHoro npoaykry: Appeca:

HoeaprTic Civranyp ®apmacbioTikan 10 Tyac Be#n IleiH, 637461 CiHranyp,
MeHblochekuepinr Mre. JTa. Cinranyp

MepBWHHE NaKyBaHHA: Apnpeca:

Hoeapric ®apma LTeitH Al Ladchchxaycepuwtpacce, 4332 LUTteiH, LLUBgeiyapin
BTopuHHe nakyBaHHA: Apnpeca:

HoeapTtic ®apma LWtenH Al Wadpcpxaycepwrtpacce, 4332 LLtenn, LLiBenuapin

KomeHTapi:
MNig yac BupobHUUTBA Ta NakyBaHHA He Byno BUSBMNEHO BiAXWUNEHb, WO

+
MOTIM BNIVHYTK Ha BUMYCK NPOAYKTY.
Mig yac BMpobHUUTBA Ta NakyBaHHA Oyno BUSIBMEHO HACTYMHI BiAXUNEHHS,
OUB. HWX4Ye (HoMepu peecTpadii BigXuneHb B efeKTPOHHIN cucTemi):
BigxuneHHsa Ne (AQWA): He 3acTocoBHO

MonoxeHHA Npo cepTUdiKaLito:

LM 5 3aceiguyto, Wo HaBedeHa BuLle iHhopmalis € gocToBipHOW Ta ToyHow. Lo cepito npogykuii 6yno
BUpo6reHo, BKNIOYHO 3 NaKyBaHHSAM/MapKyBaHHAM KOHTPOIEM SKOCTI Ha BULLIE3A3HAYEHI(KMX) AinbHULI(SX)
y MNoBHiM BignosigHocTi 3 BuMoramu GMP MicueBux perynatopHMxX opraHiB, a TakoX BiAnosBigHO A0
cneuudikauin y peecTpaliiHOMY Aocbe KpaiHu-imnopTepa, abo y gocke cneuudikauiin Ha npenapaTt ons
JocnifmkyBaHoro rnikapcekoro 3acoby. NpoTtokonn BMpobHUUTBA, NAaKyBaHHA Ta aHanisie byno nepernsHyTo
Ta BcTaHoBrneHa ix BignoeigHicte GMP.

Hdarta Bunycky cepii:
21-KBI-2023

Bunyck cepii 3atBepaXeHo: Im’a:

YnosHoBaxeHa Ocoba Dr. Christian Zeh

Mianuc: <EnekmponHul nidnuc: 21.04.2023 16:24:48 +02'00">

CropiHka 23 4




‘ ®dopwma: Bepcia:
( N O V A R T l S Ceprudpikat cepii [N3:  762239.29092022-1762.2
Ceprudikat cepii M3 CAlN MocunaHHAa Homep: CH120200622957

BupaHo:

Hoeaprtic ®apma M'MBX
PyHwTtpacce 25 ta O6ep TypHwTpacce 8, HiopHbBepr, 90429, HimeyunHa

CEPTU®DIKAT AHANI3Y

Nikapcbkun 3aci6:
KICKAIJIl, Tabnetkn, BKpUTi NNiBKOBOK 000M0OHKO, no 200 mr

Ne cepii Ha ynakoBui: Ne martepiany in  Ne cepiiin bulk: [dara BupobHuyrsa: Crpok
bulk: npUOaTHOCTI:
SJDY4 863308 SDT821 01-NTKOT-2023 Cl4-2026
Tect Bumoru PesynbTatn

3oBHIWHIN BUrNAA BizyankHo

+ dopma Kpyrna, BUrHyTa ai CKOLUEHUMU KpasamMu Bianosigae
e Konip Ceitnuii cipysaTo-cioneTosuin Bignoeigae
* Pucka Bea pvickn Bignoeigae
e TUCHEHHA «RIC» 3 ogHoro Boky Ta «NVR» — 3 iHWoro Bignogigae
» [liameTtp MpubnuaHo 11,1 mm Bignosinae
CepegHs maca LliinboBe 3HayeHHs: 447,2 mr 448,9 mr

OianazoH: 424,8 — 469,6 mr
laeHTrdpikauin

lneHTUikauia metonom Yd- Bionoeipae ctaHpapty Bignoeinae
cnekTpodoToMeTpIl
e  Puboumknid

*lneHTudpikauia GapBHUKIB:

* TutaH MoantueHO MoanTneHo
+ 3aniso MosnTHUBHO MoauTueHo
Yucrorta
Boaa metogom Kapna diwepa He GinbLe 6,0 % 1.3 %
(noTeHuUioMeTpU4YHO)
BunpobGyBaHHA
PoaunHeHHA meToaom Y&- He meHwe 80 % (Q 3a 45 xeunuH) BiA 3assneHoro Bmicty Bignosinae
cnekTpodoToMeTpil BignoBiaHo Ao Tabnuui kpuTepiiB 1 rapmoHisoBaHux EBp.
e  PuBoumkni6 ®dapm., chapm. CLUA Ta ®apm. AnoHil (Tinbku piBHi 1 Ta 2)
OaHopigHICTE 4O30BaHUX OAMHULB Bignoeigae Bumoram rapmoHizoBaHoi npoueaypu €sp. Bignoeinae
pO3paxyHKOBO-BaroBMM METOOOM ®dapm., chapm. CLUA Ta Papm. AnoHil P e

e  Pubouukni®
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' dopma: Bepcia:
l N O V A R T l S Ceprudpikat cepii [N13:  762239.29092022-1762.2
Ceprudikat cepii N3 CAlN MocunaHHA Homep: CH120200622957

BupaHo:

HoeapTtic ®apma M'MBX
PyHwTtpacce 25 ta O6ep TypHwrpacce 8, HiopHbBepr, 90429, Hime4yunHa

CEPTU®DIKAT AHANI3Y

NMikapcbkun 3aci6:

KICKAIJIl, TabneTtkn, BKpUTi NNiBKOBOK 000MOHKO, no 200 mr

Ne cepii Ha ynakoBui: N2 marepiany in  Ne cepiiin bulk: [ata BupoGHuuTBa: Crpok
bulk: npUAOAaTHOCTI:
SJDY4 863308 SDT821 01-NTKOT-2023 Cl4-2026
TecT Bumoru PesynbTtatun

laenTudikauin, KinbkicHe BU3HaYeHHA Ta
npoaykTu posnagy metonom BEPX

laeHTndikauin metogom BEPX Bianoeigae ctannapty Bignosinae
*«  PwuBouwknié

KinbkicHe BU3HayeHHAa meTogom BEPX 95,0 — 105,0 % Big 3aABNeHOro BMICTY 99,7 %
e  Pubounknié

MpoaykTn po3knagy metogom BEPX

e CneuundikoeaHuit 565-13', B He 6inbwe 0,5 % 0.1 %
nepepaxyHKy Ha 3asBneHnin BMICT
pUBoUMKNIBy

e  Byab-akuit HecneuudikoeaHuin, B He Ginbwe 0,2 % <0,1%
nepepaxyHky Ha 3afBleHWin BMiCT
pubouukniby

e Cyma npoaykTis posknagy, B He 6inble 1,0 % 0,1 %
rnepepaxyHky Ha 3aaBrneHuin BMICT
pubouukniby
Mikpo6ionoriyHa unucroTa

**Bu3Ha4YeHHA Yynucna mMikpoopraHiamie
(MeToq BUCiBaHHA Ha YallKK)

e  3aranbHe 4yucro aepobHux He 6inbLwe 10° KYO/r **He TecTtyBanun
MikpoopraHiamie (TAMC)

e BaranbHe uncno apikmkesux Ta | He Ginbwe 102 KYO/r **He TecTyBanu
nniceHeBux rpubis (TYMC)

e  CneundiyHnin mikpoopraHiam BigcyTHicTe Escherichia colis 11 **He TecTyBanu

- XimiyHa HasBa ana 565-13: 7-uuknoneHtun-2-{[5-(ninepasuH-1-in)nipuaunH-2-injamino}-7H- n|por|o[2 3- d]nlpuMlnuH -6-kapboHoea
Kucnorta ey

- BunpoByeaHHs npoBoAsATLCA TiNbKA HAa BUMMOTY, OAQHAK NpWHaiMHI OHY cepilo Mae F**ff'r. EHﬂpDﬁychHb r“ggo'rﬁrou KOXHOTO
KarneH4apHoro poky, B SKOMY NPoAyKT BUpoBneHo. / 5N

- MNpoBoanTLCA B MEXax napTii Ha 5 NocnifoBHUX BUPOBHUYMX cepisiX. AKLO BUMOTH BMK;:Hyi@
3MEHLIUTK A0 KOXKHOT AecsiTol cepii. MpuHaiiMHi ogHy cepito mae Byt BunpobysaHo npomro KO
npoaykT supobneHo. \
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Form: Version:

(' N O VA R I l S FDF Batch certificate: 762239.29092022-1762.2

FDF Batch certificate SAP Ref. number: CH120200622957
Issued by:

Novartis Pharma GmbH

Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuernberg, Germany

BATCH CERTIFICATE OF CONFORMITY

Trade Name of Medicinal Product:

KISQALI
Marketing Authorization Ne: FDF Material Ne: Importing Country:
UA/18157/01/01 762239 Ukraine
Strength/Potency:

Ribociclib succinate (equivalent to 200 mg ribociclib)

 Dosage Form:
Film-coated tablet, 200 mg

Package Type and Content:

21 tablets in blister; 3 blisters in carton

Printed Batch Ne: Internal Batch Ne: Released Quantity (packs):
SJDY4 SJDY4 326
Manufacturing Date: Printed Expiry Date:

01-FEB-2023 JAN-2026
Batch Releasing Site: Address:
Novartis Pharma GmbH Roonstrasse 25 und Obere Turnstrasse 8,

90429, Nuernberg, Germany

Manufacturing License Ne: DE_BY_05_MIA_2023_0005
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‘ Form: Version:
( N O V A R T l S FDF Batch certificate: 762239.29092022-1762.2
FDF Batch certificate SAP Ref. number: CH120200622957

Issued by:

Novartis Pharma GmbH

Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuernberg, Germany

Bulk manufacturer: Address:

Novartis Singapore Pharmaceutical 10 Tuas Bay Lane, 637461 Singapore,
Manufacturing Pte. Ltd. Singapore

Primary packager: Address:

Novartis Pharma Stein AG Schaffhauserstrasse, 4332 Stein, Switzerland
Secondary packager: Address:

Novartis Pharma Stein AG Schaffhauserstrasse, 4332 Stein, Switzerland
Comments:

During the course of manufacturing and packaging there were no deviations, that

+ 3
may influence the release of the product.

During the course of manufacturing and packaging the following deviations were
reported, see below (deviation reference Ne in electronic system):

Deviation Ne (AQWA): Not applicable

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Date of Batch Release:

Batch release authorized by: Name:
Qualified (Authorized) Person

Signature:

Page 2 of 4




) NOVARTIS

Form: Version:

FDF Batch certificate: 762239.29092022-1762.2

FDF Batch certificate SAP Ref. number: CH120200622957
Issued by:

Novartis Pharma GmbH
Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuernberg, Germany

CERTIFICATE OF ANALYSIS

Medicinal Product:

KISQALLI, film-coated tablet, 200 mg

Printed Batch Ne: Bulk Material Ne: Bulk Batch Ne: Manufacturing Date: Expiry Date:
SJDY4 863308 SDT821 01-FEB-2023 JAN-2026
Test Requirements Results

Appearance by visual
examination

s Shape Round, curved with beveled edge Complies

e Color Light greyish violet Complies

e Score | No score Complies

e Debossment “RIC" on one side and “NVR" on the other side Complies

e Diameter | Approx. 11.1 mm | Complies
Mean mass Target: 447.2 mg 448.9 mg

Range: 424.8 — 469.6 mg

Identification
Identity by UV-spectrophotometry = Corresponds to reference Complies

* Ribociclib
*Identity of colorants:

e Titanium Positive Positive

e lron Positive Positive
Purity
Water by Karl Fischer Not more than 6.0 % 1.3 %
(Potentiometric)
Performance
Dissolution by UV Not less than 80% (Q in 45 minutes) of the declared content Complies
spectrophotometry according to acceptance table 1 of harmonized Ph. Eur,,

e Ribociclib USP and JP (Stages 1 and 2 only)
Unifotljmity of dosage units by mass Meets the requirements of the Ph. Eur., USP and &~ == Pomplies
variation =

e Ribociclib

harmonized procedure S

AN
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‘ Form: Version:
& N O V A R T l S FDF Batch certificate: 762239.29092022-1762.2
FDF Batch certificate SAP Ref. number: CH120200622957

Issued by:

Novartis Pharma GmbH
Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuernberg, Germany

CERTIFICATE OF ANALYSIS

Medicinal Product:
KISQALLI, film-coated tablet, 200 mg
Printed Batch Ne: Bulk Material Ne:  Bulk Batch Ne:  Manufacturing Date: Expiry Date:
SJDY4 863308 SDT821 01-FEB-2023 JAN-2026

Test Requirements Results

Identity, assay and degradation
products by HPLC

Identity by HPLC Corresponds to reference Complies
* Ribociclib

Assay by HPLC 95.0 — 105.0 % of declared content 99.7 %
+ Ribociclib

Degradation products by HPLC

e Specified 565-13', based on Not more than 0.5 % 0.1%
the declared content of Ribociclib

e Any unspecified, based on Not more than 0.2 % <0.1%
the declared content of Ribociclib

* Total degradation products, Not morethan 1.0 % 0.1%
based on the declared content of
Ribociclib

Microbiological purity

**Microbial enumeration tests
(Plate-count method)

« Total aerobic microbial count Not more than 10° CFU/g **Not tested
(TAMC)
e Total combined yeasts and Not more than 10?2 CFU/g **Not tested

moulds count (TYMC)

* Specified micro-organism Absence of Escherichia coliin 1 g **Not tested

‘ = Chemical name of 565-13: 7-Cyclopentyl-2-{[5-(piperazin-1-yl)pyridin-2-ylJamino}-7H-pyrrolo[2,3-d]pyrimidine-6-carboxylic acid

* - Tests are carried out only on request but at least one batch must be tested in each ca_ll_e:":’lia?'.-yéai’ !
manufactured. )

vhich the product is

N
/4 ST\
/e b W\
** - Lotwise performance on 5 consecutive production batches. If the requirements are met; testing freguency may be reduced to
every tenth batch. At least one batch must be tested in each calendar year in which the pt?;:adtiptfii?g aqfac}_ured.'- i
1 L ‘-. T P ]
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JNEPXKABHA CJIYKBA 3 JIIKAPCbBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haxii Ceitnugnoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOI0 B Y KpaiHy JiKapcbKOro 3acody
04.06.2024 Ne 28772/24/2611
KICKAJII

(HaiiMeHYBaHH JIKapcbKOTo 3aco0y 3riHO 3 peecTpalllitHHM NOCBLIMSHHAM )
Ta0JIeTKH, BKPUTIi IUTIBKOBOIO 000,10HK010, 10 200 mr, no 21 Tadaerui y 6aicrepi, no 3
fJicTepu Y KAapTOHHiH Kopooui

(dopma BunycKy, No3yRaHHA, BHJI MAKYBaHHS JliKapcEKoro 3acody)
Homep peecrpauiiinoro nocsiguenna UA/18157/01/01 crpox aii peecrpauiiinoro nocsizuenns 19.08.2025
Cepia mikapcbkoro 3aco6y Ne SIDY4 KinbKicTh BBE3€HOTO JIiKapchKoro 3acoby 2

Bupob6uuk Hogapric ®apma 'm06X, Himeuunna

(naiiMeHyBaHHA BHPOOHHKA JIKAPCHKOTO 3aco0y, KpaiHa MOXOKEHH )

Bseseno B Yipainy ToBapucrno 3 odomesxkeHor BignosizansuicTio "Biznec LenTp
Dapmanisn', inenr. kox: 30177378

(HaiiMenyraHHs Ta Koj1 3a €JIPITOY ropuauyHoi ocobu abo npizeuile, iM'a, 1o 6aTbKoBl Gi3HHHOT
0cobH - nianpueMId, ii Miclle NPOXKUBAHHA Ta peccTpalliifiHuA HoMep obIIKOBOI KapTKH NJIATHHKA
noaatkis abo cepis Ta HOMEp nacrnopra)

IIporokoa Bisyansnoro kourponio six 03.06.2024 Ne 1894/12.

3a pe3ynbTAaTAMH JEpPXKABHOTO KOHTPOJIIO BCTAHOBIEHO, IO JlKapchkkHMil 3acid BBezeHo B YkpaiHy 3

AOTPUMAHHHAM BHMOT 3aKOHOJIABCTRA 110710 3a0e3MeueHHs AKOCTI JIIKapchKHX 3aco0iB.

HavaneHuk Muxomna XOJIOJIEHKO

(mocanosa ocoda opray JIepAaBHOIO KOHTPOIIO) (miamnuc) (iHiniaan Ta NpisBuILE)

M.IL




' ®dopma: Bepcia:
( N O V A R T l S CeprudpikaT cepii [N3:  762239.29092022-1762.2
Ceprudikat cepii N3 CAlN MocunaHHAa Homep: CH120200622957

BupaHo:

Hoeaprtic ®apma M'M6X
PyHwTtpacce 25 ta O6ep TypHwTpacce 8, HiopHbBepr, 90429, Hime4yunHa

CEPTU®IKAT BIANOBIAHOCTI CEPII

Toproea Hasea Jlikapckkoro 3acofy:
KICKATI

PeectpauinHe nocBig4yeHHAa Ne: Ne maTtepiany NM3: KpaiHa imnoprep:
UA/18157/01/01 762239 YKpaina

AkicHuM Ta KinbKiCHUIA cknag:

Pubouukniby cykuuHar (ekBiBaneHTHo 200 Mr pubouuknioy)

Nikapcbka popma:

TabneTku, BKpUTi NNiBKOBOK 060noHKoo, no 200 mr

Bupa i po3mip ynakoBKu:

Mo 21 TabneTui y 6nicrepi; no 3 6nicrepu y kopo6ui

Ne cepii Ha ynakoBLi: BHyTpiwHin Ne cepii: BunyuieHa KinskicTb (yn):
SJDY4 SJDY4 326
Oata BupobHuuTBa: CTpoK NnpMaaTHOCTI Ha ynaKoBLi:
01-J1l0T-2023 Cl4-2026
Bunyck cepii: Appeca:
HoapTic ®apma 'm6X PyHwTpacce 25 ta Ob6ep TypHwTpacce 8,

HropHGepr, 90429, Hime4yumHa
Bupo6Huua niuenzis Ne: DE_BY_05_MIA_2023_0005

CropiHka 13 4




Popma; Bepcin:

CepTurdikar cepii TN3 CAM MocunarHa HoMep:

l‘ N OV A RT l S _ Coprudsiar cepii 13 :52239.290920224?5:; :

Bwpano:
Hogsapric ®apma FMBX
PyHwTpacce 25 Ta O6ep TypruwTpacce 8, Hioprbepr, 90429, HiMewuHa

CEPTU®IKAT BI.D.I'IOBILIHOCTI CEPIi

SUBNa S IkapeaKo
KICKATI

- Peecrpaulite noceinuenHs Ne: Ne matepiany IMa3: Kpaina iMmnoprep:
UA/18157/01/01 762239 Ykpaina

“Ne'cepiiia ynakosui: ~ BuyTpiwnin Ne cepii: BunylieHa KinbKicTs (yn):
SJTF2 ¥ - SJTF2 1306

" DataBupobhaursa: CTpPOK NPUAATHOCTI Ha YNakoBLi:
25-KB1-2023 BEP-2026

Bunyck cepli:-

Hosapric ®apma FMGX PyHmTpacce 25 Ta Oﬁep Typﬂu.lfpacr.:e 8,
Lo o HiopHGepr, 90429, HimeuuyuHa

Ne:'! DE_BY_05_MIA_2023_0020

CropiHka 124




‘ Dopma: Bepcin: |
l - N O V A R T l S Ceprndixar cepii FN3: 762239 28092022-1762 2
5 : Ceprudpikat cepii N3 CAMN MocunanHs HOMER (2]
Bupamo
rioRAR e Dapra " ufo

Pynwrpacce 25 13 O6ep Typrwipacce 8 Hopnbeps G429 Fimer s

T

- BUPOBHMLITEO Hepo3thacoRzHOro NPoAYKTY:  Adpeca:.
HoeapTic CiHranyp ®apmacbktoTikan 10 Tyac Be# Jewn, 637461 Civranyp,
MeHblocekuepinr Mre. NMra. -  Cinranyp

':::-‘ il LRI T g SR WS o S = _:.::

tMepsunye nakyBaHRA: - Appecar. .. .k _
Hoeapric ®apwma Litenn Al Wadpdxaycepwrpacce, 4332 Wreinn, Wsenuapin

Anpéca:

Waddpxaycepwrpacce, 4332 Lrein, Weenuapin

Komenrapi:
Mig Yyac BUpOBHUUTEA Ta NaKYBaHHA He ByNa BUABNEHO BILAXW/IEHL LIC
MOrNWY BNAWHYTW Ha BANYCK NPOAYKTY.

=+

Mia Yac BUpobHULTBA Ta NakyBaHHA ByNo BUSIBEHO HACTYNHI BIAXUNEHHA,
FMB. Hnxkye (HomMepu peecTpauii BiaxuneHs 8 eNeKTPOHHIWA CUCTEMI):

Ne‘(AQWA): - He 3acTocosHo

Bliinerin

Lium 8 3acsinuyio, WO HaseaeHa BulLe iHOPMaLis € AOCTOBIPHOIO Ta To4HOMW. Lo cepito npogykuii 6yno |
BUpOBNEHO, BKMIOYHO 3 NaKyBaHHAM/MapPKYBaHHAM KOHTPONeM AKOCTI Ha guLLIe3a3HayeHin(vx) ainsHuui(RX)
y NOBHii BignosigHocTi 3 BumMoramu GMP MicueBux PerynaTOpHWX OpraHie, a TaKkox BignosigHo Ao
cneuudikauiil y peectpauiliHoMy Aocke kpaiHu-iMnoprepa, abo y AoCbE cneuudikalin Ha npenapat ans
AOCNiKYBaHOTO Nikapcbkoro 3acoby. MpoTokonu BUPOBHULITBA, NaKyBaHHA Ta aHanisie Byno nepernsHyTo
Ta BcTaHoBNeHa ix eianoeigHicte GMP.

[ata Bunycky cepii:
30-CEP-2023

Bunyck cepli 3aTsepaxeHo: Im's:

YnoBHoBaxeHa Dcoba Dr. Christian Zeh

<Enexmpornul nidnuc: 30.08.2023 10:57:58 +02'00™>
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‘ Dopma: Bepcin:
l N O V A RT [ S CepTvdpikat cepii [N3:  762239.28092022-1762.2
i Ceptudikar cepli (N3 CAM NocunaHHA HOMEP: H/3

BuaaHo:

Hosapric ®apma MMBX
PyHwTpacce 25 Ta O6ep TypHwrpacce 8, HiopHBepr, 90429, HimeuunHa

CEPTU®GIKAT AHASI3Y

KICKAﬂI TaﬁneTKu, BKPWTi NNiBkoBOO 060noHKOoK, No 200 mr

- N! MaTepiany |n Ne cepii in bulk: [laTta BuUpoGHMUTBA! Crpox
bulk: npuaaTHocCTi:

SJTF2 863891 SJFUS 25-KBI-2023 BEP-2026

S e

3osniwHin Burnan eiayansHo

« Gopma Kpyrna, BUrHyTa 3i CKOLUEHUMK KpaaMM Bignosigae
« Konip CeiTnuiA cipysaTto-gioneToBui Bianosinae !
= Pucka : Bea pucku Bignosigae '
¢ TUCHEeHHA £ «RIC» 3 ogHoro Boky Ta «NVR» - 3 iHwWworo Binnosinac
« [iametp MNpubnuado 11,1 mm Binnosinac
Cepeghn maca _ Uinsose aHadensa: 4472 mr 446 4 m:
" [iana3ow: 424 B = 469.6 mr
laerTudixayin
laexTudikanina MeToqom Y- Binnosinae ctanaapty Bignoeinae
cnekTpodgroTomeTpil 5
«  Pubouyuxni6
*laeHTudikauis GapeHukiB:
e Turan MoanuTueHo *He TecTysanoch
e« 3aniso MoanuTtuaHo *He TecTysanock :
. ¥ ' 4
Yucrora
Boaa meToaom Kapna ®iwepa He 6Ginswe 6,0 % 1.7 %
(noTeHUioMeTpUYHO)
BunpobysaHHa X
Po3uuHeHHs meTogom YO- He menwe 80 % (Q 3a 45 xBuNuH) BA 3asBneHoro amicry  Buinosyiac
cnexTpodoTomMerpii BiQnoBigHo Ao Tabnuui kpuTepiie 1 rapMoHIzoBaHWX €80
«  Pubouuknié ®apm., hapm. CLUA Ta @apm. Anoxil (Tinekw piaHi 1 1a 2}
OpHopiAHICTe A030BaHUX OOQUHMULL Bignorigae 8swmoram rapmoHisoeanol npoueaypw €sp. Bianosinae
pO3paxyHKOBO-BarosMm MeToaoMm ®apm., papm. CUWA Ta ®apm. AnoHil

« Pubouuxnib

CropiHka 323 4




Dopma’ Bepcin

l ¥ N O VA RT l < Ceprudixat cepi N3 762239 29092022 'R .
" D Ceprudikar cepii (N3 CAN NocwnanHa HnoMen b
Bupano

HoeapTic ®apma ImbBX

Pynwrpacce 25 ta O6ep TypHwTpacce B, HiopHbepr, 80429, HimeuqnHa |

CEPTUDIKAT AHATI3Y

uTi nniBkoBoro o6onoHkow, no 200

Bumorn Peayneratu

laeHTudikauin, KinbKicHe BUIHAYEHHA Ta
| npoayxTu posnaay metonom BEPX

: lneHnTudikauls metogom BEPX Bignosinae ctaHaapTty Binnosinae
» PuBouwknib

KinekicHe BuanaueHrs meTogom BEPX |, 95,0 — 105,0 % sin 3anBnexoro BMICTY 99.8 %
: «  Pubouwxnit

MpoaykTh posknany merogom BEPX

«  Cneuwdikosanmin 565-13', B He Binbwe 0,5 % 0,1%
nepepaxyHKy Ha 3anBNeHud BMiCT '
puBounkniby

*  Byab-akui Hecneuwdpikosanui, B He Ginbwe 0,2 % <01%
nepepaxyHKy Ha 3aABneHnii BMICT
puboumkniby

e Cyma npoayxTis posknaay, & He Ginswe 1,0 % 1
nepepaxyHxy Ha 3anBneHuiA BmicT
puGouukniby

Mikpoblonoriuda uucrora

**BU3HAYEHHA YUCNa MiKpOOopraHiamis
{MeToq BACIBAHHA Ha Yallku)

*  3aransHe 4ucno aepobHux He 6Ginbwe 103 KyQIr **He TecTysanu

mikpoopraHiamis (TAMC)

¢ 3aransHe YMcno ApiKAKEeBWX Ta . He 6Ginbwe 102 KYO/r
nniceHerux rpubis (TYMC)

e CneuudiuHuin MikpoopraHiar: BincyrHicte Escherichiacolin 11 _5_ :
%)

"t a!.” ”MHHH_“‘"'OK’
; 3 & ; 2 ‘J_-_.Md'__“ol. o

* - BunpoByBaHHA NPOBOAATLCA TiNbKW HA BAMOrY, OOHAK NPUHARMHI OOHY Cepil Maza&?ﬂl‘ FHoByBaHo NpPOTArOM KOXHOM
KaneHaapHoro poky, B AKOMY NPOAYKT supoBneHo.

Kucnota

** _ MpoBOAUTLCA B MEXAX NApTii Ha 5 NOCNIQOBHUX BUPOBHWYNX CEPIAX. AKLLO BUMOTA anxom;:é::i'u(;'n--’éacrn'r"f-mﬁr DU A 48 A
3MEHLLMTY 0 KOXHOT AecaTo! cepii. NpwHaiMHi oaHy cepilo Mae ByTin BUNpoGyBaHo NPOTAFGHEKDKKOMO K8 NEHAAG i\;-lu Wy B HKI,

npoaykT eupobneHo.

CtopiHka 4 3 4
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Form: Version:
¥ N O V A RT l S FOF Batch certificate:  762230.29092022-1762.2
- A FOF Batch cerlificate SAP Ref. number: N/A

Issued by:
Novartis Pharma Gmb-
Roonstrasse 25 und Obere Turnstrasse 8 90429 Nuernberg Germar.

BATCH CERTIFICATE OF CONFORMITY

Friaida Name of Medicinal Product:

KISQALI

Ukraine

Riboclcltb succinate (equwalent to 200 mg nboclclib)

TR

“Dosage Form:
Film-coated tablet, 200 mg

%,

i:Package Type and Content:
21 tablets in blister: 3 blisters in carton

ctiring Da , dEify Dat:
25-AP F!--ZIIIZ‘z MAR-2026

.y

{ : ~ Address:
Novartls Pharma GmbH Roonstrasse 25 und Obere Turnstrasse 8,
90429, Nuernberg, Germany

Releasing Site: =

.. Manufacturing License Ne: DE_BY_05_MIA_2023_0020

P.\{_;r\ 1 414




T

Form: Version:

l‘ N O v A RTI S FDF Batch certificate:  762239.28092022-1762.2

FDF Batch certificate SAP Ref, number: N/A |

Issued by:

Novartis Pharma GmbH |
Roonstrasse 25 und Obere Tumnsirasse 8, 90429, Nuemberg, Germany |

‘Bulk manufactirer: ddres
Novartis Singapore Pharmaceutical 10 Tuas Bay Lane, 637461 Singapore,
Manufacturing Pte. Ltd. , Singapore
-;lﬁ!r‘h p_’a q gar ;:_ e g
Novartis Pharma Stein AG Schaffhauserstrasse, 4332 Stein, Switzerland
iSecondary packager: = Address:
Novartis Pharma Stein AG Schaffhauserstrasse, 4332 Stein, Switzerland

g there were no deviations, that

5 During the course of manufacturing and packagin
may influence the release of the product.

During the course of manufacturing and packaging the following deviations were
reported, see below (deviation reference Ne in electronic system):

“Deyiation

manufactured, including packaging/labeliing and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in e
Marketing Authorization of the importing country or product specification file for Investgational fMedicinai
Products. The batch processing, packaging and analysis records were reviewed and found lo be in
compliance with GMP.

sy

30-Aug-2023

bty SRR

Dr. Christian Zeh

Digitalty signed by Zsh Christan

ON: de=com, de=novarts, ou= people, ou=TO,
senalNumber=2173735, cn=Zeh Chostian
Reason. | am appraving thig gocument

Date 20123 DA 300 10 87 SR <0700
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Form: Version:

l‘ b N O VA RT l S FDF Baich certificate 762219 26092022- 1762 2

FOF Balch certificate SAP Refl number -
issued by
Novans Pharma Grmnee

Roonstrasse 25 und Obere Turnsirasse B 90429 Nuernberg German,

CERTIFICATE OF ANALYSIS

863891 _ 25- APR 2023 MAR-2026

' Appéarhnca by visual
examination

 Shape
. » Color

A .Scure .
- . .Debossment
- Dlameter

Mean mass

Identlﬂcation

ldenmy by UV-spectrophotometry

. RIbGCIcllb
’Identnty of cclnrants

« Titanium

s lron
Purity
Water by Karl Fischer
(Potentiometric)
Performance
Dissolution by UV
spectrophotometry

= Ribociclib
Uniformity of dosage units by mass
variation

« Ribociclib

Requirements Results
Round, curved with beveled edge Complies
Light greyish violet Complies
No score Complies i
“RIC” on one 5|de and NVR" on the other side Complies
Approx. 1.4 mm . Comples |
féréet: 34:1.2 mg . o o 446.4 mg 1'

e e

Range: 424.8 — 4696 mg

Corresponds to reference Complies
Positive "Nol tested
Paositive "Not lested
Not more than 6.0 % 1.7 %

Not less than 80% (Q in 45 minutes) of the declared content Complies
according to acceptance table 1 of harmonized Ph. Eur.,
USP and JP (Stages 1 and 2 only)

Meets the requirements of the Ph. Eur., USP anchP“ 3
harmonized procedure y
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Form: Version:

(‘ N Ov A RT l S FDF Batch certificate:  762239.29092022-1762.2 |

FDF Batch certificate SAP Ref. number: N/A |
Issued by: E

Novartis Pharma GmbH E
Roonstrasse 25 und Obere Turnstrasse 8, 90429, Nuemberg, Germany |

CERTIFICATE OF ANALYSIS

| Product:

KISQALLI, film-coated tablet, 200 mg

inted'Batch:Ne: . Bulk Material Ne:  Bulk Batch Ne:  Manufacturing Date:  Expiry Date:
SJTF2 863891 SJFU9 25-APR-2023 MAR-2026

“i:iRequirements:

Identity, asséy and dlegradatiolr;‘. | " - I

products by HPLC 3 t
Identity by HPLC Corresponds to reference Complies E
* Ribociclib !
Assay by HPLC 95.0 — 105.0 % of declared content 99.8 %
+ Ribociclib
Degradation products by HPLC
» Specified 565-13’, based on Not more than 0.5 % G 1%
the declared content of Ribociclib |
« Any unspecified, based on_ . Notmare than 0.2 % <0.1%
the declared content of Ribociclib
e Total degradation products, Notmore than 1.0 % 0.1%
based on the declared content of
Ribociclib :

Microbiological purity

**Microbial enumeration tests
(Plate-count method)

e Total aerobic microbial count Not more than 10° CFU/g **Not tested
(TAMC)
s« Total combined yeasts and Not more than 102 CFU/g “*Not tested

moulds count (TYMC)

+ Specified micro-organism Absence of Escherichia coliin 1 g "Not lested

* - Chemical name of 565-13: 7-Cycloper:tyl-2-{{5-(piperazin-1-yl)pyridin-2-yljamino}-7H-pyrrolo[2,3-d]pyrimidine-6-carboxylic acid

* - Tests are carried out only on reguest but at least one batch must be tested in each calgpd L 8 7 _ich the product is
manufactured.

** - Lotwise performance on 5 consecutive production batches. If the requirements are
every tenth batch. At least one batch must be tested in each calendar year in which the p|
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HEPXXABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOFBIB
TA KOHTPOJIKO 3A HAPKOTUKAMMH y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, Tea. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €APIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOT0 B Y Kpainy JIiKapcbKoOro 3acody
28.10.2024 Ne 56257/24/2611
KICKAJII

(HoAMeHyBanHAa nikapcekoro 3acoby 3riuHo 3 peecTpauifitus NocaiAYEHNAM)
tabjieTkH, BKpuTi naisxosow obosonkoio, no 200 mr, no 21 Tabaerui y 6nicrepi, no 3
GaicTrepH y kaprouHif xopo6ui

(thopma BunycKy, 103YBAHHA, BHA NaKyBaHHL fikapcskoro 3acoby)

HoMmep peectpauiftnoro noceinuenns UA/18157/01/01 crpox nii peccrpauifinoro noceiauenns 19.08.2025

Cepin nixapcskoro 3acoby Ne SJTF2 KinbkicTs sBesenoro ikapcbkoro 3acoby 35

Bupobunx Hopaptic ®apma 'MGX, [limeuuniia .
(HOAMEHYBANHA BHPOOHHKA NIKAPCHKOI 0 34C00y. Kpallg NONOIHCIIM

BeeacHo 8 Ypainy Tosapucrno 3 obmexenow nianosinaasnicto "bisuce Hewrp

®apmanin', iacur. woa: 30177378

{HafneyBanKa Ta koa 32 CAPTMOY opuanynoi ocobu abo upitnuine, ivi's. No Barukoni Pizudnol
0cobu - nianpvemMus, 17 Micuc IPOXHBAHKHA Ta peecTpauilHul HoMep 001iKOBOT KAPTKH INATHUKY
nonatkie a6o Ccpia T2 HOMEP NacnopTa)

MpoTokon sizyansnoro kenrpoaio sia 28.10,2024 M 3716/5.

3a pesyneTaramMu  AEPKABHOMO KOHTPONK  BCTAlOBACHO, WO AiKapchKHA /;'u’ciﬁ Beeleno n  Ykpainy 13

Mukona XOJIOJEHKO

IRCEE T P TTAN S R TR VINER T
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