3BiT npo kainiyne BHIIPOGYBaHHs

I. HasBa nikaperkoro 3acoby (3a

HasABHOCTI - Homep peectpaniiinoro
MOCBi4eHHs)

2. BasiBHuk

GapmauesTuy i 3aBon  «Ilonsdapmay

C.A.(Pharmaceutica]
Works Polpharma S.A.), lNonbwa

—_—

e
e

3. Bupo6uuk

3aBOA  «Ilonbdapmay

C.A.(Pharmaceutica]
Works Polpharma S.A.), Monbua

4. Ilpogeeni JIOCIiJUKEeHH S :

1) Tn nikaperkoro 3acoly, 3a sKkum
MPOBOAMNACs a6o naanyeThcs
peecrparis

MTIBKOBOIO 000N10HKOK 10 1() Mr,

ac @apma (Astellas Pharma) (Hinepnanm,
Maccauycerc No RVG 29152)

«Ionbdapman C.A. (Pharmaceutical Works Polpharma S.A), Ta
Besnkap®, TabeTKy, BKPHTI NiBKOBOIO 00010HKOI, 110 [0 Mr
(BMpoGHHIITBA AcTennac ®apma (Astellas Pharma)), ujo BKJIOYae
ABa  nepioaM  3a  yyacrio 3/0pOBMX  106poBOIbILiB npu
OtHOpasoBoMy npuitom] HaTiecepie.

Howmep CIIOHCOpa fociKeHHs: No RDW279/0045/1

bioananitnuna naboparopis: TOR «KBinTa-Ananirtukay (Quinta-
Analytica s.r.0) Ne 324/] 1

Homep EudraCT: No 2012-001732-66

5. IloBna naspa KIIHIYHOrO
BMNPOOYBaHHA, Ko10BaHMUiI HOMep
KJHIuHOrO BHIIPOOYBaHHS

6. @aza kniKiunoro BUIPOOYBaHHs

7. lepioa nposenenns KIiHIYHOrO
BUIPOOYBaHHs

| —

8. Kpainu, ne MPOBOMNOCS KiliHiune
BUIIPOOYBaHHS

Hecbka Pecriy6iika

26 310poBUX A00pPOBOJILLLIB Bianos]
BKJIIOYEHHSI/HeBK/IIOYe H 131,
[Tosnictio 3aBepumn AOCHiKeHHs 24 3A0poBUX 106poBOIbLI, 2

J00pOBOBLI  BigMOBMIIHCS BIA yuacti B pocimkeni uepes
noGiuHi sBMIa (I151),

; AAJM BCIM KpHTEpisim
9. KinbkicTs NOCII 1KY BaHMX




10. Merta ta BTOPUHHI Lini
KiliHiYHOro BUNPOOYBaHHSs

Pcbkoro 3acoby
(JU13) pedepentHomy JiKapckKomy 3acoby (PJI3) wo micrsits 10

MT cosidenaunny CYKLUMHATY, WIIXOM NOpiBHS/IbHOMO BUBUYEHHS
X BiomocTynnocri MPM  OZHOpa3oBOMy mpuitomi HaTllecepue
3A0POBHMH J106POBOILLISIMH.

PaﬁﬂomisoBaHe, Bi/IKpuTe, lIepexpecHe 3 npomg nepionamu,
AOCTI/KCHHS 3 BHBYenps OioekBiBaneHTHOCT] 33 OJIHOPAa30BoOIo
NPHAOMY 3/10poBUMYM NO0POBONBLAMY KOWKHOrO 3 J10CHiPKYBAHOIO
Ta pedepenTHoro JIKapChKMX 3ac06in HaTlecepie,

I'l. Musaiin kainiykoro
BUNPoOyBaHHg

12. OcHogHi KpUTEpIT BKAOUeH s

5) 3a Pe3yibTaTaMu  obcTeienns 3 BH3HAYCHHAM OCHOBHUX
BITA/ILHUX NOKa3HuKip Ta enexkrpokapaiorpadgii Y A00pOBONBLIR He
BUABJICHO KNiHiyHo 3HaYYIIHX BigXHJICHD,

6) Bci pesynsTaru KniHiKO-naﬁopaTopHoro obcrexenHs
A0OPOBONLLIB 3HAXOMATECS B MeXax Hopmu ao € HesHauy MMy 3a
pilIeHHsAM niKaps-nociigHuka,

7) Bukopucranus H0JI0BIKAMM Ta KiHKamu ePeKTHBHUX 3ac06iR
KOHTpauenuii npotarom seboro nepioay nocaimkenns,

8) I'pomapsinerso Yexii,

Cangenike, TabJIETKH, BKpUTI miiskop
OJHOpa3oBe nepopanbHe 3aCTOCYBaHHs,

’ i " 010 000J10HKOI 110 10 MT,
[3. Jlocninxysanuii JIKapChbKUIi

3acib, cnocio 3aCTOCYBaHHs, cuna aij

Besukap®, TaﬁneTKn, BKPHUTI  I1iBKOBOKO obonoHKo0, 10 M
(Acrennac Dapma (Astellas Pharma)), OZIHOpasoBe mnepopasbhe
sacrocysauns (Hinepnanmu, MA No RVG 29152).

3rigHo 3 nporokonom AOCTIMKEHHS 3a60poHeno npuiioM Oy 1b-
AKX PELENTYPHUX npenaparis npotsarom 28 jHiB g0 novyarky
NOCIIPKEHHS. 10 NpUHOMY nepuIoi 103m. 3aboponeno IpHom
OespeuentypHux npenaparis,  BitamiHiB  a6o pOCIMHHMX
NMpenapatis Ta xapyoBux 106aBok MPOTArOM JBOX THIKHIB 110
NOYaTKy JnocC/HiIKeHHs 10 npuioMy nepuwoi no3u. Lj o6merenms
TaKo 3aCTOCOBYBAINCH 10 KOKHOIO Nepiofy A0c/iKeH s (10 72

14. Ipenapar NMOPIBHAHHSI, 1034,
Crocio sactocyBanns, cuna ait

I5. Cynyrns Teparis




FOAKWH 11icng NPUAOMY OCTaHHBO]T J103H).

3rigHo 3 [IPOTOKONOM fochimKkeHHs Ha Oasi IHAMBIAyanbHux
KOHLIEHTpaLliii conipenaunny CYKUMHATY B  mnasmi KpOBi
00pOROJIbLIB PO3paxoByBaiiu  ocHoOBH] hapmakokineTnup;
MapaMeTpi a came miowy nig (apmakokineTnunoo KpHBOIO 3
MOMEHTY npuiiomy nikapchkoro 3aco0y no 72 rop (AUCo-72) Ta
MAKCHMallbHY KOHLEHTpalLlito () aHaiTy, mio MITBEPOKYIOTE
GioekBiBanenTHicTS JIOCIII IPKY BAaHOTO Ta pedepentHoro JIKapChKUX
3aco0iB.

Kinbkicne Buznavenns cosienanuny CYKUMHATy B niasmi kposi
KOXHOro  3n0poBoro M00poBOMBIS  npoBogMIH METOI0M
BHCOKOC(HEKTHBHOI pigunnof Xpomatorpadii 3 tamgemuum mac-
CCICKTHBHUM  JIeTeKTyBanHsM (BEPX-MC/MC). Oco6nmuBicTio
AAHOTo MeToty Gyno BHKOpHCTaHHs AeHTepoBaHoro BHYTPILLIHLOTO
Craniapty. Ilpu ubomy Huskps MEXKa KiTbKiCHOrO BusHavenus

conidpenaunny CYKUMHATY B 3paskax nnasmu KpOBi cranoBuia 0,20
HI/M1.

16. Kputepii oninky edekTuBHOCT]

Ilepenocumicrs AOCIiKY BaHMX NKapChKUX 3acoBip OUIHIOBaNK Ha
OCHOBI JIaHUX, OTpHMaHKX HITIAXOM peecTpaitii nobiynmx peakiiii/
MOOIYHUX  sBMIN (TIP/TIST), Ta pesynbratie - isukansuoro |
ﬂa6opaTopHo-iHCprmeHTanbﬂoro oOcTexeHs.

I'7. Kpurepii ouinku 6esnexy

[nomy nip (apmakokirernunoo KPHBOIO 3 MOMEHTY npuiiomy
JKapCLKOro 3aco0y 10 72 rop (AUCo-72) Ta MaKcuMajbHy
KOHUEHTPaLitO (Cinay) contiheHaumnny BUKOPHUCTOBYBAIM B siKOCT]
NIEPBHHHKX (hapMaKoKiHeTHYHKX napamerpis.

Hnst norapudmiuno NICPETBOpPEHMX nokasuukis AUC (0-72 ron) i Cnax
BUKOHAHO OaratodaktopHuii aMcnepciiinuii ananis.

Auaniz moneni AUcnepeil  BKTIOYaR MOC/iI0OBHICTD, nauienTin,
STPYNOBaHNX B 3alleskHOCTi Bin MOCIHIOBHOCTI  BHiR Tepartit,
nepionis  jikysanns (a came niKapcbKuii 3acib) B sxocri
KOMITOHEHTa  aucnepeif. Hocrosipuicrs BIUIUBY  TOCHIA0BHOCT]
BUBYATW, TpuiiMaroun  Kinbkicry NALUEHTIB, 3rpynopannx g
SAICKHOCTI BiJ| MOCHILOBHMX BUziR Teparnii, 3a BeIMYMHY NoXuGKH,
Buikopucropysascs 5% PiBeHb 3Hauywocri, B KOJKHOMY BHIIaaKy
AMCHEPCIHHMI  ananiz nependayas PO3paxyHok  cepennix
FEOMETPUYHKMX  3HaueHp, CKOPUrOBaHHX  pisHHUL  cepenix
apudMeTHUHUX g Pi3sHUX  BuaiB Tepamii Ta BiAMOBiAHY

18. Cratuctuuni METOIH

Y3aranbuenux inij Generalized Linear
Models). Kpim wboro, s OLIHKH BIIMBY Tepanii Ha napametp uac
HOCATHEHHS MaKkCcUManbHOT KOHUEHTpanii (Tmax) BHKOPHCTOBYBaJln




—
19. lemorpadiuni noxkasuukn
AOCTIZKY BaHOT MOy s (crats, Bik,
paca, Tol0)

20. Pesynpratu eexTuBHOCTI

e~

21. Pesynbraty Gesneku

KBajnparis (LSM), Hosipui inteppan

CEpPelHiX 3HaueHp, OTPUMaHKMX METOJoM Halmenmux KBaJparTip
AN pedhepenthoro nikaperkoro 3aco0y,

Has koxroro napaMeTpy Takox
CIBBIJHOILIEH 5 CePEIHIX 3HaueHp

aHaNoroBi  3mayeHus LSM Ha
TIepeTBOpeHnx nanux).
Hns ouinku OioekBiBanenTHOCT] I

3aco0y, peq)epeHTﬂomy JliKapceKomy 3aco0y, pospaxosano 90% Al
Ui storapudmivno NEPETBOPEHHX B

U ContiheHamny sK ocHOBHMX napa
3riano 3 nporokonom JOCITi JKEHHS
6ioeKBiBaneHTHnmn, AKUIO BEepXHA i

3HaXOoMIIHCs B giana3oni 80,00-125,00%.

AHanitiuny HYaCTHHY NOCHigKeHHs | CTATHCTHYHY  0GpobKy
(hapmakokineTuynix MaHuX  mpoBeaeHo B OioaHamiTuyniii
naboparopii TOB «KBinTa-Ananirukay (QUINTA-ANALYTICA

S.1.0., M. [lpara, Yecpka Pecny
CTHTMCTH'-IHOM)" 3BITI 10CHi moKe s,

310poBi 106poBOMKLL YOO

GioekeiBanenTHoCT] AOCIIKYBAHOTO

3aco0iB. 3a Pe3yabTatamu nocnimkeHus [I0Ka3aHo, wo mexi 90%
Il anst BigHomenus FEOMETpUUHHKX cepeanix AUC (0-72 rog) i Cpax
ang JUI3 ta PJI3 Binnosigarors Kp

OioekBiBanenTHOCT] Ta OTPUMaHI YMCIIOBI 3HAYEeHNg 3HaXOAThCS B

Mekax iHTepBany npUHHATHOCT]
125,00%.

[Iporsrom  Beworo nepiogy  mocmimkenns nicas npnﬁomﬂ
3/10POBMMH  106POBOABLISIM MY AOCTIIUKY BAHUX NiKapebKMX 3acobip
3apeecTpoBaHo  wicth (6) Bunaukis NOOIYHMX B (I's1) y
HOTHPLOX (4) 106poBosbIB. Benoro Oyno sadikcosano onue (1)
[18  (ronosuwmii 0inb) wo HMOBIpHO noB’si3ane i3 NpUHOMOM

pedepentHoro nikapeskoro 3aco0y

L

JICI'KOIO CTYMNEHS THKKOCT] Ta HE BH

Hns  kosroro Mapamerpy  pospaxoBysaam  90%
BUKODUCTOBYIOUM  3HaveHHs penmumy CepeHiX  HaliMeHIuxX

(JUI3/PTI3), BUKOPHCTOBYIOYH
3HaueHnst LSM. Jlng Jlorapudmiyno NMEPETBOpeHux napamerpis
3acTocoByRanuch  cepepHi FC€OMETPUYHI  3Hayeyng (a came

, JKapcwbki 3aco6u BBaXKaJTH

BI4OT Ta %iHOYOT cTaTi BiKOM Bij1 18 s0
55 pokiB BKOUHO. Paca: €BPOIIEoigHa.

AOCTIUKEHH s (hapMaKkoKiHeTHyH] napameTpu
AUC  (o.n roa) 1 max  BHKOPHUCTOBYBanucs aas  oujnky

M BHpayeHi y BincoTkax Bin

PO3paxoByBanu Bincorkoge

nijcrasi Jorapugmiyno

OCJiKYBaHOrO JIKapcLKoro

CMUYHH Chax Ta AUC(0.72r0p)
MeTpiB.

HWKHSA MeXi 3a3Hauenux JII

Onika), o JAOCTYNHI B

Ta pedepenTHOro mikapchkiux

UTEPIIO MpuitHATHOCTI 1010

GioexsiBanenTHOCT] 80,00-

i posiliHeHO sk Hecepiiosne,
Marajio JIiKyBaHHs, BHH&JIKE‘




CePHO3HMX MOGIUHMX sBMI He Oyno.

XBopoOugi
CHMITOMHU

Ilym y Byxax
Kawent

I"onosumii Ginp
Bceboro

22. BucHoBok (3aKmoueHns) DapmaueBTHUHKI 3aBon  «llonbgpapmay C.A. (Pharmaceutical

Works Polpharma S.AL)), pedepentHoMy JliKapchKkoMy 3acoby
Besukap®, TabyeTky, BKPHUTI MiBKOBOIO obonorkoro, no 10 mr
(BupoGHuUTRA AcTeniac Dapwma (Astellas Pharma)).

O6rpyurysanns:

ExsiBanenrnicrs FCHEpUYHOTO  Jstikapcbkoro 3acoby OpHriHanibHOMY pedepenTHoMy
niKapcskomy 3aco0y (y noszax 10 MT), JOBeIEHO BiaANoBinHo A0 BUMOT npouesypu Beiisepa s
HUIKYHX 103YBaHb 3rigHO 3 MDKHAPOAHUMHY | BITYMIHAHUMY HACTAHOBAMMY 3 OioekBiBaneHTHOCTI,

AnpexTop HEHAPTAMEHTY 3

3asBHUK (BlacHUK PETYTTR TUPH")(HWIHGTMHB
peectpauiiitoro 4YPYTA I.M

IOCBIYEHHs!)




3BiT npo nokniniyni AocaigKenHs

Candenixe, TabjeTku, BKPHTI N11iBKOBOIO 00010HKO10

l. Haszpa niKapcbkoro 3acoby (3a
HasBHOCTI - Homep peecTpauiiinoro
10CBIYeHHS);

DapmanerTHuHK 3aBo «Ilosibhapmay C.A.(Pharmaceutical Works
Polpharma S.A.), MMonbia

|

1) Tvn aikapenkoro 3aco0y, 3a sikum
NPpOBOIHNIacs aGo [JIaHY€EThCS
peecrparis

PHriHaNbHOrO (pedpepenTHoro) NiKapchLKoro 3ac00y: Besunkap® TabieTky,
BKPUTI MIIBKOBOIO 06on0HKO0 N0 1() MT, BUPOOHMLTBA AcTenac @apma (Astellas Pharma) (Hinepnanu,
Maccauycerc Mo RVG 29152), Tomy KOIHUX  KNIHIYHUX  g0chimpiens MON0  uboro mnpoaykry me
lpoBoautock. Orasp MOKIIHIYHUX JaHux (Monynb 2.4 «Ornsin nokniniyumx N@HKX») niarotosnequii Ha

OCHOBI ony6ikoBanoj HayKOBOI JliTeparypu.

T — |
[) nepBunHa bapmakonunamixka - |
2) 1optina dapvarowmavia e T : ],'
5) depuaosoris bemexn | S TR b
) dapvaromunaniani ssacwonit l%

3. ®apmakokineTuka:

1) ananitTnypi METOJIUKH Ta 3BiTH
110/10 iX Banigauif

2) BCMOKTYBaHHs

)E:““‘E““‘“‘:_““‘““ T e
4) merabonizm s - 1
5) Busescit ' I%
6) dapmakokineruyp B3aEMO i1

(AoKAaiHiuni)

et . S
> e e
4. Tokeukosnoris:

J‘_]) Tokeununicrs y pasi ! B
\OLHOPA30BOTO BREACHHS

die e ARl 1L

2) TokcuunicTs Y Pasi noBTOpHUX i ]

BBE/IEHb e L e
)

(ﬁ“enomxcuqﬁicn: , .




in vivo (BKnovaioyy A0/IaTKOBY
OLLIHKY 3 TOKCHKOKIHeTHKH)

4) Kanueporennicrs:

AOBIOCTPOKOBI 10CHi mKkeHHs

BILIMB Ha epTuibHicTs | paHHiii
eMOpionanbHuit poseuToK

TOKCHYHICTh JOMIILOK

IHLIIEe

3asBHUK (BnacHuk
peecTpauiiinoro

NoCBifueHHs ) PEFTYAATOPHHX NHTAHS

YYPYTA I.M. @iy




Clinical Trial Report

I. Name of the medicinal product (number of

1) type of the medicinal product, by which

registration was conducted or planned
= —

Vesicare™ 10 mg Film-Coated Tablets
Astellas Pharma, (Netherlands, MA No

Randomized, open-label, single dose, two-pem Cross-
over, comparative bioavailability study with
bioequivalence assessment of solifenacin succinate
10 mg film-coated tablets (Pharmaceutical works

5. Full name of the Clinical Trial, clinical tria] POLPHARMA S.A.) and Vesicare® 10 mg film-coated

code tablets (Astellas Pharma) in healthy volunteers under

Sponsor No., RDW279/0045/1

Quinta-Analytica s.r.o No. 324/11

EudraCT No. 2012-001 732-66 el
6. Clinical trial phase Phase |

7. Period of the clinical trial

December 14, 2013 to January 13, 2014

8. Countries where the c¢linical trial was
conducted

e

Czech Republic

9. Number of study participants

24 finished, 2 dropouts due to Adverse Events

To compare the bioavailability of the Test and Reference
products both containing 10 mg of solifenacin succinate
in healthy volunteers under fasting conditions and to
assess the bioequivalence of these products.,

Randomized, open-label, single-dose, two-period, cross-
over bioequivalence study under fasting conditions
‘T) Healthy males and females, age from 18 to 55 years,

inclusive. Caucasian race, Non smoker or past-smoker
(at least 6 months before dosing).

10. Goal and secondary objectives of the clinical

trial
2) Body Mass Index (BMI) from 18.5 to 30 kg/m?, inclusive.
3) Subject is available for the entire Study Period and will

12. Main inclusion criteria provide his/her written informed consent.

4) Physical examination without significant deviations.

5) Vital signs and ECG without significant deviations.

6) All laboratory screening results within the normal range or

being assessed as non-significant by the

|attending Clinical Investigator,




13. The investigational medicinal product,
method of administration, strength

14. Comparator, dose, method of
strength

administration,

15. Concomitant therapy

-

16. Efficacy evaluation criteria

PP T T
|

17. Safety evaluation criteria

18. Statistical methods

t

('The 90% confidence intervals were calculated for each
parameter using LSM values. The ¢
expressed as a
formulation.

Percentage ratio of means
each parameter using LSM
For In-transformed
values of LSM on |
Bioequivalence of the test product and the
was assessed on the basis of 90% confi

t

laboratory tests, physical examinations
o reported for the evaluation of safety.
AUCo.72n and Cpp of s
pharmacokinetic parameters.

Analyses of variance on the followi
parameters were performed: In-transform
nested within s
formulation) as t
sequence effect was tested using the su
seéquence as the error term. A 5%
used. Each analysis of variance incl
Squares means (LSM), estimates
differences between treatment means and the standard error
associated with
analyses were done using the SAS
addition, a non-parametric Wilcoxon

||parameters,

7) Acceptance of use of contrace
entire Study Period in both fema
8) Czech citizenship.

SALFENIX 10 mg Film-Coated Tablets, single oral dose

ptive measures during the
le and male subjects,

Vesicare® 10 mg Film-Coated Tablets
Astellas Pharma, single oral dose (Netherlands, MA No RVG

»

was not allowed 28 days before t
the-counter) medications, vi
not allowed two weeks befo
restrictions were applied als
after 72 hours pos

he first dosing. OTC (over-
tamins or herbal medication were
re the first dosing. These

o for each study period (until
t-dose of last dosi ng).

According to the Study Protocol, the AUC.72n) and C
pharmacokinetic parameters for SFC were used to ass
bioequivalence of test and reference products, The

quantitative determinations of SF

=

max

€8S

The adverse events and clinically significant deviations from

and vital signs were

olifenacin were used as primary
ng pharmacokinetic
ed: AUC(U-?Zh)» Cmax

ed sequence, subject
equence, period and treatment (i.e. drug
he sources of variance. The significance of the
bject nested within
level of significance was
uded calculation of least-
obtained for the adjusted

lhe analysis of variance model includ

these differences. The above statistical
¥ GLM procedure, In
and median tests of

reatment effect for ty.. were performed.

onfidence intervals were
percentage of the LSM for the Reference

(Test/Ref.) was also calculated for
values.

parameters geometric means (j.e. antilog
n-transformed data) were used.

reference product
dence intervals for In-
max Of solifenacin as primary

ransformed AUCq.72n) and C




ﬂ According to the Study Protocol standard bioequivalence
acceptance range 80.00 % to 125.00 % was used.

The pharmacokinetic analyses of the data for this study were
completed at QUINTA ANALYTICA s.ro. and they are
available in the Statistica] Report of the Study.,

Healthy male or female, age from 18 to 55 years, inclusive.
Caucasian race.

According to the Study Protocol, the AUC(0-72h) and Cmax
parameters for solifenacin were used to assess
bioequivalence. The results confirm that the 90% confidence
intervals for Test to Reference ratios of the geometric least
Squares means for AUC(0-72h) and Cmax were within the
bioequivalence acceptance range of 80.00 to 125.00%.

Four (4) subjects experienced six (6) adverse event (AE) over
[the course of the study. One mild adverse event (j.e.
headache) was considered possibly related to R product
administration. No serious adverse event (SAE) occurred.
Summary Table of Adverse Events

19. Demographic character
(gender, age, race, etc.)

istic of study population

20. Efficacy results

Total
Incidence

Incidence Incidence

after T

Symptom
Incidence

21. Safety results

Cough
| __Headache
Summary

122. Conclusion

Therefore Applicant states th
of the product.

Applicant (Marketing
Authorization Holder)

¥

— .
AwpeTop aefRHaRES
PEFYRRTOPHY nyrany
YYPYTA I. M.



Non-Clinical Trial Reports

I. Name of the medicing] product
(number of registration certificate, if
available):

1) type of the medicina] product, by
which registration was conducted or
planned

2) Trials conducted O yes ®  no

Solifenacin is generic version of original product: Vesicare® 10 mg Film-Coated Tablets Astellas Pharma,
(Netherlands, MA No RVG 29152) tablets so no non-clinical studies have been conducted for this product.
Non-clinical overview (module 2.4) has been prepared on i i

%
1) primary pharmacodynamics

2) secondary pharmacodynamics . '
3) safety pharmacology i%
4) pharmacodynamic interactions %

1) analytical procedures and reports

on their validation

2) absorption %]
5) dirbution T S A v
) metabolsm O

6) pharmacokinetic interactions (non-

clinical)

7) other pharmacokinetic studies %
14. Toxicology:

1) Single dose toxicity _
lggggieﬂose toxicity

3) Genotoxicity: ]

il

in vitro

in vivo (including additional

assessment on toxicokinetics)

R
long-term studies - J
short-term studies or mid-term studies -




additional studies

embryotoxicity

prenatal and postnatal toxicity

toxicity of impurities
other

- | ::IE::::&
> Conelusions on non-clinical study %
>-Conclusions on non-clinical study || _

Anp
Applicant (Marketing (signature
Authorization Holder) PEFYNATOPHMY NHTARS

quyTA ] M (full name) l




