Annex 29

to Procedure for Expert Evaluation of
Registration Materials for Medicinal
Products Submitted for State

Registration (Re-registration), as well as for
Expert Evaluation of Materials Introducing
Amendments to the Registration Materials
during the Validity Period of Marketing
Authorization

(paragraph 4 of Section IV)

REPORT
on pre-clinical studies

1. Name of the Medicinal Product (Marketing
Authorization No., if any):

Xenpoma

1) type of the medicinal product registered or to
be registered

Generic medicinal Product

2) performed studies

] No Bd no ifno, provide reasons

Pursuant to the requirements of the Procedure for
Expert Review of Registration Materials for
Medicinal  Products Submitted for State
Registration (Re-Registration) and Expert Review
of Materials on Introducing Variations to
Registration Materials within the Registration
Certificate Effective Period approved by Ordey
No. 426 of the MoH dated August 26, 2005 (as
amended by Order No. 460 of the MoH dated July,
23, 2015), for generic medical products no resultg
of own toxicological or pharmacological studies
or clinical trials shall be provided.

2. Pharmacology:

1) primary pharmacodynamics

2) secondary pharmacodynamics

3) pharmacology of safety

4) pharmacodynamic interactions

3. Pharmacokinetics:

1) analytical procedures and reports on their
validation

2) absorption




3) distribution

4) metabolism

5) excretion

6) pharmacokinetic interactions (pre-clinical)

7) other pharmacokinetic studies

4. Toxicology:

1) single administration toxicity

2) multiple administrations toxicity

3) genotoxicity:
in vitro

in vivo (including additional estimation on
toxicokinetics)

4) carcinogenicity:

long-term studies

short-term studies
or mid-term studies

additional studies

5) reproductive toxicity and toxic effect on
offspring development:

effect on fertility and early embryo development

embryotoxicity

pre-natal and post-natal toxicity

drug-exposed offspring (immature animals)
studies and/or studies evaluating the delayed
effect

6) local tolerability

7) additional studies of toxicity:




antigenicity (formation of antibodies) -

imunotoxicity =

mechanism of action studies -

substance dependence -

metabolites toxicity -

toxicity of related substances -

other =

5. Conclusions on pre-clinical studies -

Applicant (Marketing Dr. Reddy's Laboratories Ltd
Authorization holder) 8-2-337, Road No. 3, Banjara Hills,

Hyderabad, Telangana - 500 034, India
Signature  DcuSigned by:

Dr Shifa Farhan Shaikh

IeGabha

Full Name Dr. Shifa Farhan Shaikh, MBBS, MD.
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Jonarok 29
1o [Mopsiiky nposeneHHs

eKCIIEPTH3H peecTpauifHuX MaTepiaiB Ha JlikapehKi

3aC00M, 1110 TOJIAIOTLCS HA JI@PIKaBHY peecTpaLiio

(mepepeectpallito), a TakOK EKCIIEPTU3M MaTepiaiis

3BIT

PO BHECEHHS 3MiH [0 peecTpauiiiHux MaTepiaiis
NPOTATOM JIiT peecTpauiiiHoro mocBigyeHHs

(maparpad 4 pozainy IV)

Npo AOKJIiHIMHI T0CTiIKenHs

1. Hazga nikapcekoro 3aco6y (3a HasBHOCTI -
HOMEp peecTpaiiifHoro MocBijueHHs):

KCEHIIOMA

1) Tvn nikapcbKoro 3acofy, 3a sKHM
MPOBOJIMIIACS a00 NJIAHYETLCS peecTpallis

['enepuunuil nikapcbkuii 3aci6

2) npoBeJieHi TOCHi IIKEeHHS

oHi ®ui  SAkwo «Hi», 3a3HaYHTH IPUYUHH

Y BianosigHoCTI
NMPOBENECHHS  E€KCMEpPTHU3M  MarepianiB  Ha
mikapcebki  3aco0M, 1m0 MOAAOThCA  Ha
JepiKaBHy peecTpaliio (nepepeectpaiiio), a
TaKOK €KCMEepTU3M MaTepialiB Npo BHECEHHs
3MIH 710 peecTpaliliHuX MaTepiaaie mpoTIroMm
ait peectpaliiiHoro MOCBiJUEHHS,
satBep/ukeHoro Hakazom MO3  Vkpaiuu
No 426 Bin 26 cepraa 2005 poky (y penakuii
Haxazy MO3 Vkpatuu Ne 460 Bin 23 nunus
2015 poky), He BUMaraeThcs HaJaBaTH
pe3yJLTaTH BIIACHMX TOKCHKOJOTIUYHHX abo
(hapMakonoriyHUX JIOCHIUKEHb UM KIIHIYHUX
JOCHI/PKeHb 11 TeHePHUYHHX JIKapChKHX
3aco0iB.

no  BuMor [lopsaky

2. ®apmakonoris:

1) nepeuHHa papmakouHaMiKa

2) BTOpUHHA (hapMaKkoInHaMiKa

3) ¢apmakonoris Geznexu

4) dpapmakoaMHaMiuHi B3aEMOIIT

3. PapmMaKoKiHeTHKA:

1) aHaNiTHYHI METOIMKH Ta 3BiTH IIO0 TX
Bastijauii

2) BCMOKTYBaHHS




3) poznoain

4) meTtaboJizm

5) BUBE/IEHHS

6) hapmakokiHeTHUHI B3aeMOMIT (OKTIHIUH])

7) iHwi papMaKOKiHETHYHI HOCIIKEHHS

4, ToKCHUKOJIOrIs:

1) ToKCHYHICTE Y pazi 0JJHOPA30BOrO BBEJEHHA

2) TOKCHYHICTB Y pa3i MOBTOPHUX BBE/IEHD

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKITIOUaIOYM J0JATKOBY OL[HKY 3
TOKCHKOKIHETHKH)

4) KaHLIEPOTeHHICTb:

JOBroCTPOKOBI AOCIIIKEHHS

KOPOTKOCTPOKOBI TOCITiJUKEHHS
a0 NOCIiPKEHHS CepeaHBOT TPUBAJIOCTI

JIOJTATKOBI JOCIIKEHHs

5) penpolyKTMBHA TOKCUYHICTh Ta TOKCHUYHMH
BILIMB Ha PO3BUTOK NMOTOMCTBA:

BIUUIMB Ha (pePTHIIBHICTH | paHHil
eMOpioHaIbHHI PO3BHTOK

eMOPIOTOKCHYHICTB

npexHarajibHa i mocTHATAaTbHA TOKCHYHICTD

JOCIiDKEHHS, MPH SKUX TPenapat yBOAUThCS
MOTOMCTBY (HECTAaTEBO3PIIMM TBapHHaM) Ta/abo
OLIHKETLCSA BijinaneHa Jis

6) MiclleBa MePEHOCHUMICTh

7) DONaTKOBI AOCIIIMKEHHS TOKCHYHOCTI:

AHTUTCHHICTL (YTBOPCHHS aHTHTLJ)

IMYHOTOKCHYHICTh

JOCHiDKEHHs MEXaHI3MIB il




JliKapchbKa 3amekHICTb

TOKCHYHICTh MeTabOMNiTIB

TOKCUYHICTB JOMILIOK

IH11E

5. BUCHOBKH MO0 JOKIIHIYHOIO BUBYEHHS -

3asBHHK (BNACHUK
peecTpauiiHoro
MOCBI/TYEHH)

J-p Penni’c JlaGoparopic JIta

[Dr. Reddy’s Laboratories Ltd]

8-2-337, Poyn Ne 3, banpkapa Xinns, Xaiinepa6an, Tenanrana -

500 034, Inpis

[8-2-337., Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India]

[Tinnucano 3a nonomoroto DocuSign:

[Mianuc JoxTop nda Papxan lleiix [Dr Shifa Farhan Shaikh]
F4A3E6F8E31D403

ILLB. Hoxkrop Muda dapxan Hleiix [Dr. Shifa Farhan Shaikh],
OakajaBp meauuuHu i 6akanasp xipyprii (MBBS), nokrtop
meanuuuan (MD)

Hata 17 nunus 2024 poky | 9:14 ingificekuii crannaptauii yac (IST)
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Annex 30

to Procedure for Expert Evaluation of
Registration Materials for Medicinal
Products Submitted for State

Registration (Re-registration), as well as for
Expert Evaluation of Materials Introducing
Amendments into the Registration Materials
during the Validity Period of Marketing
Authorization

(paragraph 4 of Section IV)

Report
on clinical trial

1. Name of the Medicinal
Product (Marketing
Authorization No., if any)

Xenpoma

2. Applicant

Dr. Reddy's Laboratories Ltd
8-2-337. Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034, India

3. Manufacturer

Dr. Reddy’s Laboratories Ltd., FTO-7

Plot No. P1 to P9, Phase-III, VSEZ, Duvvada, Visakhapatnam District, Andhra
Pradesh, 530046, India.

4. Performed studies:

yes ne- if no, provide reasons

1) type of the medicinal
product registered or to be
registered

Generic medicinal Product

5. Full name of clinical
trials, code number of
clinical trial

An open label, balanced, randomized, two-treatment, two-period, two sequence,
single dose, crossover, oral bioequivalence study of Pomalidomide Capsules 4 mg
of Dr. Reddy’s Laboratories Limited, India comparing with POMALYST®
(pomalidomide) capsules 4 mg of Celgene Corporation, USA, in healthy, adult,
male, human subjects under fasting conditions.

Project No. 17-VIN-0302.

6. Phase of clinical trial

Comparative bioavailability study

7. Clinical trial was held

Project No. 17-VIN-0302: From 01 August 2018 to 27 Aug 2018

8. Countries where the
clinical trial was held

India

9. Number of subjects

Project No. 17-VIN-0302

planned: 36
actually enrolled: 36

10. Objective and
secondary goals of the
clinical trial

Project No. 17-VIN-0302

The objective of this study is to assess the bioequivalence between Pomalidomide
Capsules 4 mg of Dr. Reddy's Laboratories Limited, India comparing with




POMALYST® (pomalidomide) capsules 4 mg of Celgene Corporation, SA, in
healthy, adult, male, human subjects under fasting conditions.

To monitor adverse events and ensure the safety and tolerability of subjects.

11. Clinical trial design

Project No. 17-VIN-0302

An open label, balanced, randomized, two-treatment, two-period, two sequence,
single dose, crossover, oral bioequivalence study

12. Main entry criteria

Project No. 17-VIN-0302

Healthy, willing, male volunteers of age between 18 and 45 (including both) years,
Body Mass Index (18.50 to 24.99 kg/m?, (both inclusive)) with minimum of 45 kg
weight were selected on the basis of laboratory evaluations including Absolute
count, medical history, clinical examination (including vital sign: sitting blood
pressure, oral temperature, radial pulse rate and respiratory rate, physical
examination and systemic examination) and ECG recording during screening.
Chest X-Ray (PA view), taken within 6 months prior to the dosing of the first
period of the study for each of volunteer was considered for assessment.

Urine screen for drugs of abuse and alcohol breath test were done on admission
day of each period. Subjects having negative urine screen for drugs of abuse
(including amphetamines, barbiturates, benzodiazepines, marijuana, cocaine, and
morphine) were included in the study.

13. Studied drug, posology,
strength

Project  No. 17-VIN-0302

Pomalidomide Capsule 4 mg;
Manufactured by Dr. Reddy’s Laboratories Limited, India

After an overnight fast for at least 10 hours, one capsule was administered orally
at scheduled dosing time in sitting posture with 24042 mL of dosing water at
ambient temperature under normal light followed by thorough mouth check of the
subjects by trained study personnel using torch and disposable spatula.

14. Comparator, dosage,
posology, strength

Project No. 17-VIN-0302
Pomalyst® (Pomalidomide) Capsules 4 mg

Manufactured for Celgene Corporation 86 Morris Avenue Summit, NJ 07901

After an overnight fast for at least 10 hours, one capsule was administered orally
at scheduled dosing time in sitting posture with 240+2 mL of dosing water at
ambient temperature under normal light followed by thorough mouth check of the
subjects by trained study personnel using torch and disposable spatula.

15. Concomitant therapy

Not applicable

16. Efficacy Endpoints

The test product (T) was concluded bioequivalent to the reference product (R) if
the 90% confidence interval of geometric least square mean ratio (T/R) for the
pharmacokinetic parameters Cmax, AUCo.c and AUCq., falls within the acceptance
range of 80.00-125.00% for Pomalidomide.

17. Safety Endpoints

To monitor adverse events and monitor the safety and tolerability of subjects

18. Statistical methods

Employing the estimated concentration time profile of Pomalidomide, following
variables were calculated:

Primary variables: Cpax, AUCo. and AUCo
Secondary variable: Tiay, ti2, Kel and AUC_%Extrap_obs




19. Demographics of the | Project No. 17-VIN-0302
studied population (gender,

age, race as well)

34 healthy adult human male subject completed the study
Mean age: 30.53 years
(Range: 20.00 to 44.00 years)

Project No. 17-VIN-0302

20. Efficacy Results

PK Geometric Least square Means Intra 90% Power
parameters and Its Ratio (N=34) subject | Confidence (%)
(unit) Test Reference | T/R CcvV Interval

Product Product (R) | (%)

(T)
Cornax 69.952 72.033 97.11 12.27 92.35%- 100.00
(ng/mL) 102.12%
AUCo4 626426 | 604.498 103.63 |12.82 98.32% - 100.00
(hr*ng/mL) 109.22%
AUCo= 635.455 |613.452 103.59 |12.79 98.30% - 100.00
(hr*ng/mL) 109.16%

From the above table, it can be seen that 90% confidence interval for geometric
least square mean ratio of (T/R) is within the acceptance range of 80.00% to
125.00% for all primary pharmacokinetic parameters Cpax, AUCo. and AUCo.nr,

required for concluding bioequivalence between the test and reference
formulations.

21. Safety Results Project No. 17-VIN-0302

The test (T) and reference (R) products were well tolerated by the subjects. Seven
adverse events were reported during the study. Subject no. 01, 11, 14 and 19 were
reported adverse events after administration of Reference (R) product. No serious
adverse event occurred during the conduct of the study.

22. Conclusions Project No. 17-VIN-0302

The Test Product (T) (Pomalidomide Capsules 4 mg of Dr. Reddy’s Laboratories
Limited, India) when compared with the Reference Product (R) (POMALYST®
(pomalidomide) capsules 4 mg of Celgene Corporation, USA.) meets the
bioequivalence criteria in terms of rate and extent of absorption after
administration of single dose as set in the protocol.

Applicant (Marketing Dr.Reddy's Laboratories Ltd
Authorization helder) 8-2-337, Road No. 3, Banjara Hills,

Hyderabad, Telangana - 500 034, India
Sigllatul‘e te=e DucuSigned by:

Dr Shifa Farhan Shaikh

iz ing

Full Name Dr. Shifa Farhan Shaikh, MIBBS, MD.

Date 17-Jul-2024 | 9:14 AM IST
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Honarok 30

1o Iopsiiky poBeaeHHs eKcrepTH3u
peecTpauifHiX MaTepiaiB Ha JiKapebKi
3aco0M, 1110 MOJAI0ThCS Ha AepPIKABHY
peecTpauito (nepepeectpaiiio), a TAKoK
eKCIIepTH3M MaTepialliB PO BHECEHHS
3MIH 0 peecTpalifiHuX Marepiais
NpOTATOM JIii peecTpauiifHoro
MIOCBiqYeHHs

(myHKT 4 po3niny IV)

3BiT
Npo KJIiHiYHe BUNIPOOYBaHHA

1. Haspa nikapcekoro
3aco0y (3a HasBHOCTI —
HOMEp peecTpaLiiHoro
MOCBITYCHHS)

KCEHITIOMA

2. 3asBHUK

H-p Penni’c JTaGoparopic Jitx
[Dr. Reddy’s Laboratories Ltd]

8-2-337, Poyn Ne 3, banmxapa Xims, Xaiinepaban, Tenanrana -
500 034, Tunis

[8-2-337. Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India]

3. BupoOHuk

J-p Penni’c Jlaboparopic Jitn, ®TO-7
[Dr. Reddy’s Laboratories Ltd., FTO-7]

Hinsaung Ne P1-P9, daza - 111, BCE3, Jlropeaja, BizakxanatHam
Jucrpuxr, Auapa [panew, 530046, Innis

[Plot No. P1 to P9, Phase-IlI, VSEZ, Duvvada, Visakhapatnam District,
Andhra Pradesh, 530046, India]

4. IpoBeneHi
JIOCITIKEHHS;

TaK # S0 «Hi», 3a3HAUYNTH TPHYUHA

1) Tun nikapceKoro
3aco0y, 3a AKUM
nposoauiacs adbo
IUIAHYETLCS peecTpallis

['enepuuHuii Nikapcekuit 3acio

5. IloBHa Ha3zBa
KIIiHIYHOTI'O
BUNTPOOYBaHHS,
KOJOBaHHH HOMEDP
KJAIHIYHOTO
BHIIpOOYBaHHs

Biakpute, 30anancopane, paHjiomizoBaHe, 3 ABOMa IpuioMaMu, 3 J1BOMa
nepiogamMu, 3 [BOMa [OCHiJOBHOCTAMM, IIepexpecHe [OCIHiIKeHHs
HioekBipasieHTHOCTI Jikapcekoro 3acody [lomanimomin, kamcynu 4 Mr,
BupodHuuTea komnauii JI-p Penai’c JlaGoparopic Jlimiten [Dr. Reddy’s
Laboratories Limited], Inais, y mnopiBHAHHI 3 JiKapchKuM 3aco0oM
[TOMAJIICT® (nmomanizomin), kKancyiu 4 mr, BUpOOHMUTBA KOMIAHIT
Cenxen Kopnopeitmn [Celgene Corporation], CLLIA, npu nepopaisHOMY
3aCTOCYBAHHI pa30BHX 103 OIiHIOBAHUX MPETAapaTiB Y 3I0POBHX JOPOCIUX
0ci0 4oNoBivOT cTATi MPH 3aCTOCYBAHHI HATILE.

[Tpoext Ne 17-VIN-0302




6. ®asa kiiHiYHOTO
BUNPOOYBaHHS

[TopiBHsIBHI gochimkeHHs 6i010CTYITHOCTI

7. Ilepioa nposeaeHHs
KJIiHIYHOrO

[Ipoext Ne 17-VIN-0302: 3 01 cepnins 2018 poky nmo 27 ceprnrsi 2018 poky

BHIIpOOYBaHHS

8. Kpaiuu, e [nmig

MPOBOAUIOCS KITiHIUHE

BUIIPOOYBaHHSA

9. Kinekicts ITpoekt No 17-VIN-0302

JOCI Ky BaHHUX

3arjiaHoBaHa: 36

(hakTUYHO BKIIOYEHUX Y ITOCIiUKEHHA: 36

10. Meta ta BropuHHi
Uil KJIiHIYHOTO
BUNIPOOYBaHHSA

[Tpoekt Ne 17-VIN-0302

OCHOBHOK LI LBOro JOCHIKEHHA € OLiHKAa Oi0eKBiBaJCHTHOCTI
nikapebkoro 3aco0y [Tomanigomin, kancynu 4 mr, BUpoOHULTBA KOMIAHIT
H-p Penni’c JlaGoparopic Jlimiten, IHais, nopiBHsiHO 3 mnpenapatom
[TIOMAJIICT® (momanigomin), Kancynm 4 Mr, BUPOOHHITBA KOMMAHIT
Cenmxen Kopnopeitn, CHIA, npu 3acTocyBaHHI HaTIe 3J0POBHMH
JopociauMu ocobaMu 4oJIOBIHOT CTaTI,

MOHITOPHHT pPO3BUTKY HeOa)KaHUX SBHIL | KOHTPOJIb 3abe3leueHHs
0e3MeKH yHaCHHKIB JIOC/II/PKEHHS Ta EPEHOCUMOCTI JTiKapehKOro 3acofy
YYaCHUKaMHM JOCIIIIKEHHSI.

11. InzaiiH KIniHi4HOTO
BUNPOOYBaHH

[IpoekTt Ne 17-VIN-0302

BinkpuTte, 30anancosate, paHjomisoBane, 3 JBOMa MpuiioMaMu, 3 JBOMa
nepiogamu, 3 JIBOM@ TIOCHIAOBHOCTSAMM, TEPEXpECHe OCHiKEHHS
0iOeKBiBalICHTHOCTI, TIPH TNEPOPaNBHOMY 3aCTOCYBaHHI pa3’oBUX 103
OL[iHIOBAHMX JIiKapChKHX 3ac00iB

12. OcHoBHi kpuTepil
BKJIKOUEHHS

IIpoekT Ne 17-VIN-0302

3nopoBi no6poBosbLi 4ouloBivoi craTi, sAKi Gaxkanu B3ATH y4acThb Y
aocaizkenHi, Bikom Bin 18 1o 45 pokis (BIOUHO a1 060X KpaiHix
3HA4EeHB), 3 iHAEKCOM MacH Tina Big 18,50 1o 24,99 kr/m? (BKIIOUHO Ui
000X KpaifHiX 3HaYeHb), 3 MiHIMaJILHOI Macoo Tina 45 kr 6ynu BiniGpani
Ha OCHOBI pe3ysbTaTiB J1ab0opaTOPHUX OLIHOK, BK/IIOYaK4YM abCOMKOTHY
KUIBKICTh  KJITHH  KpOBi, JaHi MEIMYHOTO aHaMHe3y, pe3ylibTaTH
KJIHIYHOro o6cTekeHHs (BKIOYAIOYM BU3HAYEHHS OCHOBHHUX MOKA3HUKIB
KUTTENIANBHOCTI:  apTepialbHOTO THCKY, BHMIPAHOIO Y IOJOXKEHH]
CHISUM, TEMIEpaTypd B POTOBI MOPOXKHMHI, 4YacTOTH MyJIbCY Ha
NPOMEHEBIH apTepil i 4acTOTH AMXaHHS, JaHi 3araJbHOr0 MeJHYHOro
ornany i cucremHoro oberexenns) i 3anue EKD nin wac ckpuninry.
Honyckanaca MOXKIMBICTb OLIHKK JaHUX peHTreHorpadii oprauis rpyauoi
KINTKK (MepeiHs-3aiHs NPOEKLUis), BUKOHAHOI y Mexax 6 Micsauis /10
3aCTOCYBaHHA  JIiKapcbKoro 3acofy MpOTArOM  [EpIoro  mepioay
AOCII/UKEHHS 111 KOKHOTO 106pOBOIBLIS.

BinGip 3paska ceui JUIi BMKOHAHHS CKPUHIHTY Ha 3/J0BKHBaHHSA
niKapebKMMU 3aco0aMu i BIKHMBAaHHS HApKOTHKIB i mpoba Ha alkorois y
BHJIMXYBAHOMY MOBITpI BUKOHYBaJMCs B ACHbL rocmitaiisauii y4yacHUKa
JIOCJTi/PKeHHs B cTalioHap mijg yac KoxkHoro mepiomy. Ocobu 3
HETATUBHWM PE3YJbTATOM CKPUHIHIY Ha 3JI0BXKHMBAaHHS JiKapCHKUMH
3aco0aMM i BXKMBAHHS HApKOTHKIB  (BKioyawuu  aMmderaMminm,




OapOityparu, OeH3omiazenminu, MapuxyaHy, KOKaiH i Mopdid) Gyiu
BKITIOUEH{ Y IOCIIiIpKeHHS.

13. HocnimxyBanui
niKapchKHii 3aci6, cnocit
3acTocyBaHHs, cuja ail

IIpoekT Ne 17-VIN-0302

[Tomanifomia, kancysmu 4 mr

BupoGuuurea komnanii JI-p Penni’c Jlabopatopic Jlimiten, Iamia
p paTop

[Ticns yTpHMaHHA BiJ BXKMBaHHA DKi 3 Bedopa i Mmij 4yac HOYi MPOTAroM
npuHaitMui 10 roaMH oaHY Kancyly nOpuiiMand nepopaibHO B
3aIAaHOBAHMI Yac 3acTOCYBaHHS JIiKApChbKOro 3acofy B TOJOXKEHHi
cuaud 3 240+2 M1 BOAM NPU TeMIeparypi HaBKOJUILIHBOTO CepeIoBULIA
i HOpMaJIbHOMY OCBITJIEHHI, 3 MOJAAIBLIOK PETENILHOK  MEepeBipKoio
poOTOBOI  MOPOMKHWUHM  YYACHHKIB  JOCHIJKEHHS  KBatidikoBaHUM
JOCITiIHUIEKHAM MEPCOHANIOM 3 BUKOPUCTAHHAM JIIXTApUKa i 0JJHOPa30BOrO
ILITaTeNs..

14. Ilpenapat nopiBHAHHS,
11034, crocid 3acrocyBaHHs,
cuna ait

[IpoekTt Ne 17-VIN-0302

[MomanicT® (ITomaninomin), kancynu 4 mr

Burorosnieno s komnanii Cenmxen Kopnopeiiwn, 86 Moppic AseHio
Camwmir, witat Heto-IIxepei 07901 [86 Morris Avenue Summit, NJ 07901]

[Ticns yrpumaHHs Bin BKMBaHHA DKi 3 BewOpa i mig yac HOYI MpOTAroM
npunaiMui 10 roauH OJHY Kamncyny nNpuHiiMand MepopanbHO B
3alUIaHOBaHUHM 4ac 3acTOCYBaHHA JIiKapchKoro 3aco0y B MOMOXKEHHI
cuasaun 3 240+2 M1 BOAM TIPU TEMMepaTypi HABKOJUITHLOIO CepeIOBHIa
i HOpPMaNBHOMY OCRIT/JIE€HHI, 3 MOJANBLIO PETEIBHOK MEPEBiPKOIO
pOTOBOT  MOPOKHMHM  YYAaCHMKIB  JIOCTI/DKEHHS  KBasi(iKoBaHHUM
JOCIIIHULIEKHM TTEPCOHAIOM 3 BUKOPHCTAHHAM JTiXTapHKa i 0HOPa30BOro
mnaTesns.

15. CynyTHa Tepartis

He zacrocosano

16. Kputepil oLiHKH
eeKTHBHOCTI

BucHoBok mnpo Te, WO A0cHiUKyBaHMit nikapcekuit 3aci6 (T) e
OioekBiBajieHTHUM rpenapary mnopiBHsHHsa (R), po®umm, sxkmo 90%
NOBIpYMI IHTEpBa BiJHOLIEHHS FeOMETPUYHHX CepPe/IHIX, PO3paxoBaHUX
MmeronoMm HalimeHmmx keaapatie  (T/R), mna  dapMmakokiHeTHYHHMX
napaMeTpiB Cmax, AUCo+ i AUCo. 3HaXOmWBCA y MeXKax aianasoHy
npuiinaTHocTi 80,00-125,00% s momanizomiay.

17. Kputepii ouinku
beanexkun

MoHniTopyBaHHs PO3BUTKY HeGaKaHUX SBHUI i KOHTPOJb 3abe3leueHHs
0e3leKn yHacHUKIB MOCITIKEHHS Ta NepeHOCHMOCTI JIIKapehKoro 3acoby
YyYaCHUKaMH J10CJ1iKEHHS.

18. CtaTHCTHYHI METOIH

BukopHucTOBYIOUH pO3paxyHKOBHH mpodink "KOHUEHTpaLis npenapary B
maasmi Kpoei - uac" nomamigominy, Oyn0o po3paxoBaHO Taki 3MiHHI
MOKA3HUKU:

OcHoBHi MOKa3HUKU: Cmax, AUCo+1 AUCo.0

Hpyropsanni noka3HUKH: Timax, t12, Kel i AUC_%Extrap_obs

19. lemorpadiuni
MIOKa3HUKH TOCi Ky BaHOT
nomyasuii (cTaTh, BiK,
paca, TOI10)

IIpoekT Ne 17-VIN-0302

34 3n0poBi gopocai 0coGu 40M0BIUOT CTaTi 3aBEPIIMIH YUacThb Y
JOCITi JKEHHI

Cepenniii Bik: 30,53 poku
(diamason: Bix 20,00 no 44,00 poxkiB)




20. Pesynbratu
etheKkTUBHOCTI

[Tpoekt Ne 17-VIN-0302

DK ["eomeTpHuHI cepe/iHi, po3paxosaHi Buyrpimne | 90% Craruc
napameTpn MCTOI0M HailMCHIIHX KBaApPaTiB, | oiHmMBiAya | goBipuuit | THuHa
(oytannns) Bianosiane sianomennsn (N=34) NbHHH IHTEepBA MOTYHKH
Hocnijukys | [lpenapar T/R koedinient icTh
aHMii nopisHaHHA | (%) Bapiarii (%)
nikapeskuit | (R) (cV)
3acib (T)
Crnax 69,952 72,033 97,11 1227 92,35% - 100,00
(Hr/mi1) 102,12%
AUCo- 626,426 604,498 103,63 12,82 98,32% - 100,00
(rog*ur/vin) 109,22%
AUCo- 635,455 613,452 . 103,59 12,79 98.30% - 100,00
(roa*ur/miu) 109,16%

3 uapenenoi puiue tabnuui suano, mo 90% posipuuii iHTepBan aas
Bi/IHOLLEHHS ~ EOMETPUYHUX  CEpelHiX, pO3paxOBaHHUX  METOJOM
Halimenmux kBajapatie (T/R), 3HaxomuTecs B MeXax NPUIHHATHOTO
nianaszony 80,00% - 125,00% pams BCiX OCHOBHUX (hapMaKOKiHETHMUHHX
napameTpiB Cmax, AUCo.t Ta AUCo-inf, HEOOXITHUX JUIs TOTO, 11100 3p0OUTH
BUCHOBOK Ipo 6i0eKBiBaNCHTHICTE TOCTI/KYBAHOTO JTiKapchKoro 3aco0y i
Mmpenapary mopiBHSIHHS.

21. PesynbraTi Oe3neku

ITpoekt Ne 17-VIN-0302

HJocnimpkysanuit nikapebkuii 3aci6 (T) i npenapar nopisusauus (R) nobpe
NEepeHOCHINCA  ydyacHHKamHu  jociiukenns. Ilig uvac  jgocnizkeHHs
NoBifgoMasAnoCsa npo cim HeGaxanux Apuil. B yyacuukie Ne 01, 11, 141 19
NOBIOMJIANIOCS PO PO3BUTOK HeGa)kaHWUX SBMIL TICAS 3aCTOCYBaHHS
npenapaty nopieHsHHa (R). [lin 4ac mnpoBeneHHs OOCTIMKEHHS He
BHHHMKJIO KOJAHOTO CEpHO3HOro HebakaHOTro SABMILA.

22. BucHoBok
(zaKIHOYeHHS )

[TpoekT Ne 17-VIN-0302

HocnimkyBanuii nikapebkuit 3aci6 (T) (nomanigomin, Karncynu 4 wr,
pupobuunTea komnanii JI-p Pemni’c JlaGopatopic Jlimiten, Immis) y
nopiBHgHHI 3 mpenapatrom  nopiBusHHgs  (R)  (ITOMAJIICT®
(momanigomin), kancyau 4 wr, BUpoOHMUTBa Kommauii Cenmxen
Kopnopeiin, CIIIA), BitmoBigae kpurepisim GioekBiBaseHTHOCTI 32
IIBH/IKICTIO TA CTYNEHEM BCMOKTYBaHHsI Mic/sl 3aCTOCYBAaHH OHOKPATHOT
J03U 3TiIHO 3 BA3HAYEHUM Y MPOTOKOJII.

3asiBHUK (BJIACHHK

H-p Penni’c Jlaboparopic Jitn

peecTpaniiinoro [Dr. Reddy’s Laboratories Ltd]

MOCBITYCHHS) 8-2-337, Poyn Ne 3, banmxapa Xinnz, Xaiigepaban, Tenanrana - 500 034,
[nais
[8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India]
[lignucano 3a gonomorow DocuSign:

Mianuc HoxrTop Hlunda dapxan Mleiix [Dr Shifa Farhan Shaikh]
F4A3E6F8E31D403

ILLb. Joxrop Hlndga @apxan Lleiix [Dr. Shifa Farhan Shaikh], 6akanasp
mMennuuni i 6akanasp xipyprii (MBBS), noxrop Mepruunn-(MD)

Jarta

17 mannst 2024 poky | 9:14 inaifichknii cTasaapTHu HQ%IST,)‘ STTITHO
/S MEHT b o i

[onoBA [IPEACTABHWUTBA
NlyueHko | . B.




Annex 30

to Procedure for Expert Evaluation of
Registration Materials for Medicinal
Products Submitted for State

Registration (Re-registration), as well as for
Expert Evaluation of Materials Introducing
Amendments into the Registration Materials
during the Validity Period of Marketing
Authorization

(paragraph 4 of Section V)

Report
on clinical trial

1. Name of the Medicinal

Product (Marketing

Authorization No., ifany)

Xenpoma

2. Applicant

Dr. Reddy’s Laboratories Ltd
8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034, India

3. Manufacturer

Dr. Reddy’s Laboratories Ltd., FTO-7
Plot No. P1 to P9, Phase-IlI, VSEZ, Duvvada, Visakhapatnam District, Andhra
Pradesh, 530046, India.

4, Performed studies:

yes ae if no, provide reasons

1) type of the medicinal
product registered or to
be registered

Generic medicinal Product

5. Full name of clinical
trials, code number of
clinical trial

An open label, balanced, randomized, two-treatment, two-period, two sequence,
single dose, crossover, oral bioequivalence study of Pomalidomide Capsules 4
mg of Dr. Reddy’s Laboratories Limited, India comparing with POMALYST®
(pomalidomide) capsules 4 mg of Celgene Corporation, USA, in healthy,
adult, male, human subjects under fed conditions.

Project No. 17-VIN-0303.

6. Phase of clinical trial

Comparative bioavailability study

7. Clinical trial was held

Project No. 17-VIN-0303: From 03 August 2018 to 31 Aug 2018

8. Countries where the
clinical trial was held

India

9. Number of subjects

Project No. 17-VIN-0303
planned:36
actually enrolled: 36

10. Objective and
secondary goals of the
clinical trial

Project No. 17-VIN-0303

The objective of this study is to assess the bioequivalence between
Pomalidomide Capsules 4 mg of Dr. Reddy's Laboratories Limited, India
comparing with POMALYST® (pomalidomide) capsules 4 mg of Celgene
Corporation, SA, in healthy, adult, male, human subjects under fed conditions.

To monitor adverse events and ensure the safety and tolerability of subjects.




I1. Clinical trial design

Project No. 17-VIN-0303

An open label, balanced, randomized, two-treatment, two-period, two
sequence, single dose, crossover, oral bioequivalence study

12. Main entry criteria

Project No. 17-VIN-0303

Healthy, willing, male volunteers of age between 18 and 45 (including both)
years, Body Mass Index (18.50 to 24.99 kg/m?, (both inclusive)) with minimum
of 45 kg weight were selected on the basis of laboratory evaluations including
Absolute count, medical history, clinical examination (including vital sign:
sitting blood pressure, oral temperature, radial pulse rate and respiratory rate,
physical examination and systemic examination) and ECG recording during
screening. Chest X-Ray (PA view), taken within 6 months prior to the dosing of
the first period of the study for each of volunteer was considered for assessment.

Urine screen for drugs of abuse and alcohol breath test were done on admission
day of each period. Subjects having negative urine screen for drugs of abuse
(including amphetamines, barbiturates, benzodiazepines, marijuana, cocaine,
and morphine) were included in the study.

13. Studied drug,
posology, strength

Project No. 17-VIN-0303

Pomalidomide Capsule 4 mg;
Manufactured by Dr. Reddy’s Laboratories Limited, India

After an overnight fast for at least 10 hours, one capsule was administered orally
at scheduled dosing time exactly 30 minutes after the start of high-fat high-
calories breakfast in sitting posture with 240+2 mL of dosing water at ambient
temperature under normal light followed by thorough mouth check of the
subjects by trained study personnel using torch and disposable spatula.

14. Comparator, dosage,
posology, strength

Project No. 17-VIN-0303

Pomalyst® (Pomalidomide) Capsules 4 mg
Manufactured for Celgene Corporation 86 Morris Avenue Summit, NJ 07901

After an overnight fast for at least 10 hours, one capsule was administered orally
at scheduled dosing time exactly 30 minutes after the start of high-fat high-
calories breakfast in sitting posture with 240+2 mL of dosing water at ambient
temperature under normal light followed by thorough mouth check of the
subjects by trained study personnel using torch and disposable spatula.

15. Concomitant therapy

Not applicable

16. Efficacy Endpoints

The test product (T) was concluded bioequivalent to the reference product (R) if
the 90% confidence interval of geometric least square mean ratio (T/R) for the
pharmacokinetic parameters Cuax, AUCo: and AUCp.. falls within the
acceptance range of 80.00-125.00% for Pomalidomide.

17. Safety Endpoints

To monitor adverse events and monitor the safety and tolerability of subjects

18. Statistical methods

Employing the estimated concentration time profile of Pomalidomide,
following variables were calculated:

Primary variables: Cmax, AUCo. and AUCo.
Secondary variable: Ty, ti2, Kel and AUC %Extrap_obs




19. Demographics of the
studied population
(gender, age, race as
well)

Project No. 17-VIN-0303

34 healthy adult human male subject completed the study
Mean age: 29.53 years
(Range: 20.00 to 41.00 years)

20. Efficacy Results

Project No. 17-VIN-0303
PK Geometric Least square Means and | Intra 90% Power
parameters | Its Ratio (N=34) subject | Confidence |(%)
(unit) Test Reference | T/R (%) |CV Interval

Product Product

(M ®)
Cinax 52.055 53.980 96.43 12.58 91.60% - 100.00
(ng/mL.) 101.53%
AUCo+ 549.439 520.724 105.51 13.35 99.91% - 100.00
(hr*ng/mL) 111.44%
AUCo-» 558.684 529.585 105.49 13.17 99.96% - 100.00
(hr*ng/mL) 111.33%

From the above table, it can be seen that 90% confidence interval for
geometric least square mean ratio of (T/R) is within the acceptance range of
80.00% to 125.00% for all primary pharmacokinetic parameters Cmax, AUCo.
and AUCq,. required for concluding bioequivalence between the test and
reference formulations.

21. Safety Results

Project No. 17-VIN-0303

The test (T) and reference (R) products were well tolerated by the subjects.
Seven adverse events were reported during the study. None of the subjects
reported adverse events during the study.

22. Conclusions

Project No. 17-VIN-0303

The Test Product (T) (Pomalidomide Capsules 4 mg of Dr. Reddy’s
Laboratories Limited, India) when compared with the Reference Product (R)
(POMALYST® (pomalidomide) capsules 4 mg of Celgene Corporation, USA.)
meets the bioequivalence criteria in terms of rate and extent of absorption after
administration of single dose as set in the protocol.

Applicant (Marketing Dr. Reddy’s Laboratories Ltd
Authorization holder) 8-2-337, Road No. 3, Banjara Hills,

Hyderabad, Telangana - 500 034, India
Sigllatl]l‘e = DuocuSigned by:

Dr Shifa Farhan Shaikh

Sdee P ARILEEBRETTDADT,

Full Name Dr. Shifa Farhan Shaikh, MBBS, VD,
Date 17-3u1-2024 | 9:12 AM IST

Fonoga TPERCTABHHULTBA
Nlyueuko | . B.



Honartox 30

no Iopsaky npoBeeHHs eKCIePTH3H
peectpaliiiHuX MartepianiB Ha TiKapchKi
3aco0Hu, 110 MOJAKTHCS Ha IepPIKaBHY
peecTpalito (rmepepeecTpaiio), a TAKOK
eKCIepTH3H MaTepialliB Npo BHECEHHS
3MiH 10 peecTpauiiiHux matepiaiis
NpOTATOM JIiT peecTpaliiHoro
MOCBiJUEHHS

(nmyHkt 4 pozainy IV)

3BiT
Npo KJiHiYHe BUNIPOOYBaHHSI

1. Haspa nikapcekoro
3aco0y (3a HasABHOCTI —
HOMEp peecTpauiiHoro
MOCBIIUEHHS)

KCEHIIOMA

2. 3aABHUK

JI-p Penni’c JlaGoparopic Jitn
[Dr. Reddy’s Laboratories Ltd]

8-2-337, Poyn Ne 3, banmxapa Xinnz, Xaiinepaban, Tenanrana -
500 034, Iunis

[8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India]

3. Bupobuuk

I-p Penni’c Jlaboparopic Jitn, ®TO-7
[Dr. Reddy’s Laboratories Ltd., FTO-7]

Hineuuns Ne P1-P9, ®aza - 111, BCE3, JlroBBaja, BizakxanaTHam
Huctpuxt, Auapa [panew, 530046, Inais

[Plot No. P1 to P9, Phase-I1I, VSEZ, Duvvada, Visakhapatnam District,
Andhra Pradesh, 530046, India]

4. [poseneHi
JOCIIDKEHHS:

TaK w HKHIO ((Hi)), 3d3HA4YUTH NPHYHUHH

1) Tun niKapcbKoro
3aco0y, 3a IKUM
npoBoauaacs abo
MJIAaHY€EThCSl peecTpartis

I'enepuunuii nikapcekuii 3acio

5. IlorHa Ha3Ra
KJIHIYHOTO
BUIIPOOYBaHHS,
KOJIOBaHHH HOMEp
KJIIHIYHOI'O
BUIPOOYBaHHS

Bigkpute, 30anancoBane, panaoMizoBane, 3 1BOMa NpuioMaMmu, 3 JBoma
nepiogamMM, 3 JIBOMa TIOCHIZOBHOCTSIMM, T€peXpecHe JOCHi/KeHHs
GioeksiBasieHTHOCTI JiKapecekoro 3acoby [lomanminomin, xamcynu 4 Mr,
BupoOHuuTBa Kommanii [I-p Penni’c Jlabopartopic Jlimiten [Dr. Reddy’s
Laboratories Limited], Iunis, y mnopiBHsSHHI 3 JikapcbkuM 3acoboM
[TOMAJIICT® (momanizomin), karncyiud 4 Mmr, BUpPOOHHULTBA KOMMaHIl
Cenmxen Koprnopeiiun [Celgene Corporation], CILIA, npu nepopaibHOMYy
3aCTOCYBAHHI Pa30BUX /103 OLHOBAHUX [1PENApaTiB y 3/J0POBUX JIOPOCIUX
0ci6 4o0BIYOT cTATi MpH 3acTOCYBaHHI Michs MpHitomMy Txi.

ITpoekt Ne 17-VIN-0303




6. ®aza KaiHiuHOrO
BUIIPOOYBAHHSA

[TopiBHANBHI AoCTiKeHHS 6i0J0CTYTHOCTI

7. [lepion npoBeaeHHs
KJIIHIYHOTO

IIpoext Ne 17-VIN-0303: 3 03 cepnns 2018 poky mo 31 ceprus 2018 poky

BHUIIPOOYBAHHS

8. Kpaiuu, ne [Hnis

MIPOBOAMIIOCS KJIiHIUHE

BUNPOOYBaHHS

9. KinbkicTb [IpoekT Ne 17-VIN-0303

JOCTIKYBaHHX

3arJjiaHoBaHa: 36

hakTHYHO BKJIIOYEHHX Y JOC/iKeHHs: 36

10. Mera Ta BropuHHi wini
KITiHIYHOTO
BUNpOOYBaHHS

TIpoext No 17-VIN-0303

OCHOBHOIO LIJUTIO 1BOTO JIOCHIKEHHS € OIiHKa 6i0eKBiBaJIEHTHOCTI
nikapebkoro 3aco0y ITomaninomin, kancynu 4 Mr, BAPOGHHIITBA KOMIIAHIT
H-p Penni’c JlaGoparopic JlimiTen, Inais, mopiBHSHO 3 mpenapaTom
[IOMAJIICT® (rnomanigomin), kancynu 4 Mr, BUPOOHHITBA KOMIIAHIT
Cenmxen Kopnopebitun, CLUA, npu 3acrocyBaHHi micna npuiioMy 1Ki
3I0POBUMH JIOPOCIIMMU 0coDaMu HONOBIYOT CTaTI,

MOoHITOpHHT pO3BUTKY HeOakaHUX SBHIL | KOHTpPOJb 3abe3neveHHs
Oe3nekH y4acHMKIB JIOCTIPKeHHS Ta NePeHOCHMOCTI JIIKapechKoro 3acody
y4acHHKaMH TOCIiIMKEeHHSL.

11. [uzaiin KiaiHiyHOro
BUIIPOOYBaHHA

[Tpoext Ne 17-VIN-0303

Binkpure, 30anaHcoBane, paHoMi3oBaHe, 3 IBOMa NMpHiioMaMu, 3 ABOoMa
nepiogamu, 3 JBOMa [OCHIOBHOCTAMM, MepPeXpecHe AOCITiKEHH
Oi0EeKBIBAJIGHTHOCTI, MpPH MEPOPaJIbHOMY 3aCTOCYBAHHI pa3OBHX 103
OLIIHKOBaHMX JIiKapCHKUX 3aC00iB

12. OcHOBHI KpuTepil
BKJTIOUEHHS

[IpoekTt Ne 17-VIN-0303

3no0poBi 100poBosbLi 4onoBiWOi cTaTi, Aki Oaxkand B3STH yuyacThb Y
JocnikeHHi, BikoM Bia 18 go 45 poxiB (BxiouHo A 060X KpaifHix
3HaueHb), 3 iHAeKcoM MacH Tiaa Bix 18,50 1o 24,99 kr/m? (BKIIOYHO A71s
060X KpaifHiX 3HaUeHb), 3 MiHIMaJIBHOK Macoro Tina 45 kr Gyau BiniGpani
Ha OCHOBI pe3yabTaTiB J1abopaTOPHUX OLIHOK, BKJIIOUYAOYH abCONIOTHY
KUIBKICTD  KJIiTHH KpOBi, JaHi MeJUYHOrO aHaMHe3y, pe3y/bTaTh
KJIiHIYHOro 06cTexeH s (BKIIOYAIOUH BU3HAYEHHS OCHOBHHX MOKA3HHMKIB
KUTTEAIANBHOCTI: apTepiajlbHOr0 TUCKY, BUMIPSHOrO Yy MOJIOKEHHI
CUJASIUM, TEMNepaTypu B pOTOBiH MOPOXKHUHI, YacTOTH IyJbCy Ha
npoMeHeBiil aprepii i 4acTOTH AMXaHHS, JaHi 3araJpbHOr0 MEaUuYHOro
ornAnxy i cucteMHoro obcrexenns) i 3anuc EKIT mig uwac ckpuHiHry.
Jlomyckanacsi MOXIMBICTh OL[IHKM JaHUX peHTreHorpadii opranis rpyaHoi
KNITKH (TepeaHsa-3aHs MpOEKLifA), BUKOHAHOI y Mexkax 6 MicaliB 10
3aCTOCYBaHHA JIIKAPCBKOTO 3acofy MPOTArOM — MEepuioro  mnepioay
JOCIIKEHHS U1 KOKHOTO 106pOBOJIbLIA.

Binbip 3paska ceui [Uid BUKOHAHHA CKPHUHIHIY Ha 3710BKUBAHHI
niKkapchbKMMH 3aco0amMu i BXKMBaHHS HApKOTHKIB i mpoba Ha ajlKorojib y
BU/IMXYBAHOMY MOBITPi BUKOHYBAJUCS B JeHb rocmitaiizail yyacHUKa
JOCJIKEHHs B CTallioHap Mif yac koxHoro nepiony. Ocodu 3 HeraTUBHUM
pe3y/ibTaTOM CKPHHIHTY Ha 3/0BXKHBAHHS JKapCHKUMM 3acobaMu i
BIKMBAHHA  HApPKOTHKIB  (Bkinoyatoud  amderaminu,  Gapbitypatn,




OeHzofiazeninyk, MapHuXyaHy, KoKaiH i Mopdin) Gyad BKIOueHi y
JOCHITAKEHHS.

13. JlocaimkyBanuii
nikapcbkuit 3acib, crnoci6
3acTOCYBaHHd, cuia il

IIpoekT No 17-VIN-0303

[Tomanigomin, kancynu 4 mMr

Bupobuuursa komnasxii J[-p Pemni’c JlaGopatopic Jimiten, nais

[licna yTpumaHnHs BiJ BXKMBaHHS TKi 3 Bedopa i Mia 4yac HOUi mpoTAroMm
npuHaiiMHi 10 roaMH oMy Kancylly nNpuiiManiM  nepopaibHO B
3anjaHOBaHW vac 3acTOCyBaHHA JliKapchbKoro 3acoby TouHo uepes 30
XBUJIMH TICHS [OYaTKy CHOXKMBaHHS BUCOKOKAJIOPIMHOrO CHifaHKy 3
BUCOKMM BMICTOM 3KMPY B IOJIOXKEHHI cujsuu 3 240+2 My BOAM IpH
TEMIIEPATYPi HABKOJMIUHBLOrO CEPeIOBULIA | HOPMAILHOMY OCRBITJIEHHI, 3
MOJANLIIOI0 PETENILHOK [MEPEBIPKOD POTOBOT MOPOKHMHHM YYaCHHUKIB
JOCHIUKEHHA  KBaslipikOBaHMM  JOCHIHWUIIBKMM  [EPCOHAIOM 3
BUKOPHCTaHHAM JIIXTapHKa i OMHOPA30BOTO HIMATEeIs.

14. Ilpenapat
MOPiBHSIHHA, /1033, CrOCi6
3aCTOCYBaHHA, CHIa Jil

[IpoexTt Ne 17-VIN-0303

[TomanicT® (ITomanigomin), kancynu 4 Mr

Burotosneno aia xomnanii Cenjuken Kopnopeiiun, 86 Moppic ABeHio
Cammir, mrat Hoto-/Takepei 07901 [86 Morris Avenue Summit, NJ 07901]

[licna yTpumaHHA BiJ BXKHBaHHS DKi 3 Bedopa i 1iJ 4ac HOYi MPOTATOM
npuHaliMuai 10 roauH OAHY Kamcyny MpuiiMand  nepopaibHo B
3aIJIaHOBAHMI 4Yac 3aCTOCYBaHHA JIIKapchKoro 3aco0y TouHO yepes 30
XBMJIMH IIC/Il 10YATKY CHOXKUBAHHS BUCOKOKATOPIHHOTO CHimaHky 3
BMCOKMM BMICTOM JKMPY B IOJIOXKEHHI cuasuu 3 240+2 Mm BOIH TIpH
TEMMEPaTypi HABKOJIMIUIHBOIO CEPEOBUIA i HOPMATEHOMY OCBITJIEHHI, 3
NO/ANBIIOI) PETEJIBHOK MEPEeBIiPKOID POTOBOI MOPOMKHWUHHM YYaCHHKIB
AOCHIKEHHS  KBaliikoBaHUM  JOCHIAHMULKMM  TEPCOHAIOM 3
BUKOPHUCTAHHSM JIIXTapHKa i 0JJHOPa30BOIO WIMATENs.

15. CynyTHsa Tepariist

He 3zactocosano

16. Kpurepii ouiHku
chexTuBHOCTI

BucHoBok mnpo Te, w0 Jgochijpkysanuii sikapcekuit 3aci6 (T) €
GioexBiBaleHTHMM mpenapary nopiBHaHHg (R), pobunm, axumo 90%
JIOBipYMii iHTEPBA Bi/THOMIEHHS T€OMETPUUYHMX CEpPEIHIX, PO3PaXOBaHUX
merofoMm HalimeHwux keazapatie (T/R), ana dapMakoKiHETHYHHX
napameTpiB Cmax, AUCoq i AUCo.» 3HAXOMHBCA y MEXKax ianasony
npuinatHocTi 80,00-125,00% ans nomanigomiay.

17. Kputepil ouinku
Oeaneku

MouitopyBaHHs po3BUTKY HeOa)kaHUX SIBHUIL i KOHTpPOJL 3abesneueHHs
Oe3neKkr yYacHMKIB JIOC/II)KEHHs Ta NePEeHOCHMOCTI JTIKapChKOro 3acofy
YYacHUKaMH JOCIIiKEeHHSI.

18. CratcTHUuHI METOAHU

BHKOPHCTOBYIOYH PO3paxyHKOBHH npodine "KOHUEHTpallis npenapary B
miasMi KpoBi - uac" nomanigominy, Oyno po3paxoBaHO TakKi 3MiHHI
MIOKa3HUKH:

OcHorHi moKasHUKH: Cmax, AUCo.t i AUCo-

Hpyropsaani nokasHuku: Tmax, ti2, Kel i AUC_%Extrap_obs

19. JlemorpadiuHi
MOKa3HUKU
JOCTIKYBaHOT MOy ALl
(cTaTb, BiK, paca, TOILO)

IIpoext Ne 17-VIN-0303

34 310poBi gopociti 0co6u Y0M0BIYOT CTATI 3aBEPILUIIN YHACTh Y
JOCITiKEHH]




Cepenniii Bik: 29,53 poku
(Hianazon: eix 20,00 no 41,00 pokis)

20. PesynbTaTh
e(peKTUBHOCTI

[Ipoekt Ne 17-VIN-0303

DK leomerpnuni cepeai, pospaxosani Buyrpinms | 90% Craruc
napaMeTpu METO/IOM HalMEHIIMX KBa/IpaTis, i oiHaMBiAya | HoBipuuii | THYHA
(osHHHL) BiANOBiAHE BiaHowWeHHA (N=34) JIbHHI iHTEpBa HOTY3KH
Hocnimxys | [lpenapar TR Koe(ilieHT iCTh
aHuil nopisusuas | (%) Bapiarii (%)
nikapeokuit | (R) (cv)
3acib (T)
Cmax 52,055 53,980 96,43 12,58 91,60% - | 100,00
(ur/mum) 101,53%
AUCo4 549,439 520,724 105,51 13,35 99.91% - | 100,00
(rog*ur/min) 111,44%
AUCo 558,684 529,585 105,49 13,17 99,96% - | 100,00
(rojt*Hr/Ma) 111,33%

3 nasesieHoi Buule Tabnuui BUaHO, mo 90% noBipuuii iHTEpBan A
BiZIHOLIGHHS ~ TFEOMETPHUYHMX  CEPeJHIX, pO3paxoBaHUX  METO]IOM
HaliMenwux ksajaparie (T/R), 3HaxoauTbess B Mexax MPUHHATHOTO
nianasony 80,00% - 125.00% panst BCiX OCHOBHHX (hapMaKOKIHETHUYHHX
napamMeTpiB Cmax, AUCo.t Ta AUCo.inf, HEOOXiAHUX A0S TOTO, 1100 3poOUTH
BHCHOBOK MpO O10eKBIBaJICHTHICTL AOCTiKYBAHOTO JiKapCHKOro 3acofy i
npenapary nopiBHSHHS.

21. PesyneTatu 6e3neku

IIpoekT Ne 17-VIN-0303

JlocnimkyBanuit nikapeskuii 3aci6 (T) i npenapar nopieusuusa (R) qo6pe

NEPEeHOCHITHCST  yYaCHMKaMH  JociikeHHA. JKoaeH i3  yuyacHHKIB
JOCHI/PKEHH He TMOoBioMnsie mnpo HebaxaHi sBHINA TMPOTATOM
JOCITIPKEHHA.

22. BucHoBox
(3aKJIIOYCHHA)

[poekt Ne 17-VIN-0303

Hocnimkysanuit nikapeekui 3aci6 (T) (momanimomin, xancynmu 4 wmr,
BupobuuuTBa Komnauii JI-p Pemui’c JlaGoparopic Jlimiten, Iumis) y
nopiBHaAHHI 3 npenapatom  nopieHsHHS  (R)  (ITOMAJIICT®
(momanigomin), kancynu 4 wMr, BHpoOHUUTBAa KoMmmadii Cenmken
Kopnopeiimn, CIIA), BianoBigae kpurepisim GioekBiBaJleHTHOCTI 3a
IBHM/KICTIO Ta CTYNIEHEM BCMOKTYBaHHSsI [1iCJIS 3aCTOCY BaHHS O/THOKPATHOT
JI03H 3Ti/IHO 3 BU3HAYEHHM Y MPOTOKOIII.

3asiBHHK (BJACHHK

I-p Penai’c JlabopaTopic JiTa

peecTpaniiinoro [Dr. Reddy’s Laboratories Litd]

NOCBiYeHHS) 8-2-337, Poyn Ne 3, bankapa Ximnz, Xaiinepaban, Tenaunrana - 500 034,
innis
[8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India]
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