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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  |Flimenai (Efinaconazole), cutaneous solution
Authorization No., if any): 10 %

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

2) performed studies O yes X no ifno, provide reasons

As per 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 Order No. 426 of the MoH dated August 26, 2005 (as amended by Order No. 460 of
the MoH dated July 23, 2015) and Guideline CPMP/EWP/239/95 final NOTE FOR GUIDANCE
ON THE CLINICAL REQUIREMENTS FOR LOCALLY APPLIED, LOCALLY ACTING
PRODUCTS CONTAINING KNOWN CONSTITUENTS» for hybrid medical product no results
of own shall be provided if registration dossiers for hybrid medicinal product shall include
references to the results of preclinical studies of reference medicinal product and its equivalence is
demonstrated through appropriate studies.

As per requirements to the section “Topical and topical medicinal products” of APPENDIX II of
the Guidelines CPMP/EWP/QWP/1401/98 Rev. 1/ Corr** «GUIDELINE ON THE
INVESTIGATION OF BIOEQUIVALENCE»

A waiver of the need io provide bioequivalence studies in vivo may be acceptable in the case of|
solutions, e.g. eye drops, nasal sprays or cutaneous solutions, if the test product is of the same type
of solution (aqueous or 0ily), and contains the same concentration of the same active substance as
the medicinal product currently approved (reference medicinal product). Minor differences in the
excipient composition may be acceptable if the relevant pharmaceutical properties of the test
product and reference product are identical or essentially similar. Any qualitative or quantitative
differences in excipients must be satisfactorily justified in relation to their influence on therapeutic
equivalence. The method and means of administration should also be the same as the medicinal
product currently approved (reference medicinal product), unless otherwise justified.

Given the above, totality of evidence, biowaiver justification and the studies performed, we note
that the test product meets the established criteria, has the same qualitative and quantitative
composition of the active substance and the same dosage form as the reference medicinal product,
and bioequivalence cannot be demonstrated through bioavailability studies (As per requirements of
Procedure and Guideline CPMP/EWP/239/95 final), bioequivalence studies are not required.
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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
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additional studies

offspring development:

5) reproductive toxicity and toxic effect on

effect on fertility and early embryo development

embryotoxicity

pre-natal and post-natal toxicity -

effect

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

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
Alithorization bolder) | 7337 Rood Mo, 3, Bartars Hills,
Hyderabad, Telangana - 500 034, India

Signature DocuSigned by:

Da. Taosif Abmed

CA7T5DO769EEQ4ES .,

Full Name Dr. Tausif Ahmed
Date 12-3an-2024 | 10:00 AM IST !'
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Honmarox 29

1o ITopsaxy MpoOBEIEHHS EKCTIEPTH3H
peecrpauiiiHiX MaTepianiB Ha
JiKapceki 3aco6u, 110 MOJAITHCS Ha
JEPKABHY PEECTPALi0
(mepepeecTpaliio), a TAKOX
EKCIIePTH3H MaTepiaiiB Mpo BHECEHHs
3MiH JI0 peecTpaliiHux MaTepiais
TPOTATOM Iil peecTpauiiHoro
IOCBiqYEHHs

(maparpad 4 posminy IV)

3BIT
Npo AOKTiHIYHI OCHiIKEeH s

1. Hasga nikapcebkoro 3aco0y (3a nassHocti — | @ JIIMEHAM (Edinakonazon), pozunn
HOMEp peecTpalliiiHoro NocBiqyeHHs): HawKipHui 10 %

[Flimenai (Efinaconazole), cutaneous solution

10 %]
1) TuN nikapeeKoro 3acoby, s AKOro I'BPUIHUA JTIIKAPCHKUIA 3ACIB
npoBoaunacs abo IIaHyeThCA PeECTpallis
2) npoBeaeHi TOCTimKEeHH O Tak K Hi Slkmo Hi, o6rpyrTyBaTy

BixmosizHo o Bumor [Topsjky MpoBeeHH s eKCIIepTH3M PEECTpalliliHuX MaTepiais Ha IKapebKi
3ac00M, IO MOJAIOTLCA HA NEPKaBHY PEECTpauilo (MepepeecTpaiiio), a TAaKOK eKCIepTH3U
MarepiaiiB MPo BHECEHHA 3MiH 0 peecTpaLiiiHiX MaTepianiB MPOTArOM Ail peecTpariiHoro
MOCBIYEHHI, 3aTBEPIKEHOro HakazoM MO3 Bix 26 cepmus 2005 p. Ne 426 (y penakuii Hakasy
MO3 Bix 23 numms 2015 poky Ne 460) ta Hacranosu CPMP/EWP/239/95 final «NOTE FOR
GUIDANCE ON THE CLINICAL REQUIREMENTS FOR LOCALLY APPLIED, LOCALLY
ACTING PRODUCTS CONTAINING KNOWN CONSTITUENTS» (Kniniuni BuMorn mis
npenaparie Micuesoi il Ta MICUEBOro BHKOPHCTAaHHS, IO MICTSATH BiZOMi KOMITOHEHTH) JIJIsl
ribpunux  ikapchkux 3acoGiB  BacHi pPe3ylbTaTH JOCHI/KEHb HE HANAIOTHCH, SKIIO
peecTpatiiiife JOCke IS riGPUIHOro NiKapchbKoro 3aco0y MICTATH TMOCHMIAHHA HAa Pe3y/bTATH
AOKMIHIMHUX AOCHifKeHb peepeHTHOro Nikapchkoro 3acoby Ta HOTro eKBiBAJICHTHICTH JOBEACHA
BIAMOBIAHMMHE NOCIIKEHHIMH,

Bignosinno o eumMor posainy «Jlikapepki 3acofu micueroi mii Ta micuesoro 3aCTOCYBAHHS
Honarky II Hacranosu CPMP/QWP/EWP/1401/98 Rev.1/Corr** «GUIDELINE ON THE
INVESTIGATION OF BIOEQUIVALENCE» (KepiBHHOTBO 1040  JOCHIMKEHB
6ioeKBiBaJIEHTHOCTI)

Biomosa 6i0 nposedenns docnidoicenns ioeksisaienmuocmi in vivo moice Gymu nputinamuorn y
pasi pO3UUHIG, HANPUKIAO OYHUX Kpanemb, HA3GIbHUX CHPeie abo HAWIKIPHUX PO3UUMIE, KO
Q0CRIONCYBAHUTL NIKAPCHKULL 3ACIO HANEdICUNTb 00 OOHAKOBO20 MUNY POIUUHY (80OHUIL YU ONIUHUT)
ma micmume 00HAK08Y KOHYeHMPayito marok e dirouol pewosunu, wo i sameepoAcenuii Ha OaHUT]
yac aikapevkutl 3acié  (pegpepenmmnuii nikapcoxut 3aci6). Hesnauni gioxunenus 6 cxnadi
OONOMIDICHUX PEYOSUH MOJNCYMb Gymu  NPUtiHAmHUMY, SAKWO GION0GIOHT Gapmayeemuuni
enacmusocmi QOCRIOHCYBAHO20 MA pedepeHmH020 NIKAPCLKUX 3aAcoDie ¢ iDenmuuHuMU abo
cymmeeo cxoxncumu. byov-axi Kinokici ma axicni 6IOMIHHOCMI 6 OONOMINCHUX, PEYOGUHAX MATOMb
0606’93K060 Oymu 30006iNbHO  OBIPYHMOBAHI 3 MOUKU 30py 6MAUGY HO MEPANESINUYHY
exeiganenmuicme. Llnax ma cnoci6 esedenns maiomv Gymu maxovc maxumu e, Ak i Ons

i~
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3ameepodIceno20 Ha Oanuil Yac Nikapcekozo 3acoby (peepeHmnozo nikapcoexozo 3acoby), AKuo
iHute He 0OTPYHMOBAHO.

Bpaxosyroun BMINEBMKIAACHE, CYKYNHICTb AOKasiB, OOIpYHTYBaHHA BIIAMOBH NPOBEICHHA
nocnipkenHs OioeksiBaneHTHOCTI (biowaver) Ta npoBejeHi AOCHIKEHHS, 3a3HAYaEMO, IO
AOCHIUKyBaHHH TiKapchKKit 3aciO BIAMOBINAE BCTAHOBACHUM KPUTEPIAM, Ma€e TOH camuil akicHUi
Ta KiabkicHu# ckiajg firouol pPeyOBHHM Ta Taky K Jikapceeky dopmy, mo # pedepentHmit
JiKapceKHii 3acid, Ta fioro 6ioeKBiBANEHTHICTE He MOXKE Gy TH POAEMOHCTPOBAHA HOCTI IPKEHHIMHU
Giomoctynnocti (BignoeigHo no Bumor [lopsaky Ta Hacranosu CPMP/EWP/239/95 final), Tomy
nochimpkeHns 010eKBIBaIEHTHOCTI HE € HeOOXiIHUMH.

2. @apMaKoJIoris: -

1) nepeuHHa hapMakoaUHaMiKa -

2) BTOoprHHA QapMakoauHamika =

3) papmaxonoria 6e3rexn -

4) bapmakonuHamiuHi B3aeMomil -

3. ®apmaxoxiHeTHKa: -

1) aHaniTHYHI METOOWKH Ta 3BITH MO0 IXHBEOT | —
Banigarit

2) BCMOKTYBaHHs -

3) posmoxin -

4) metabonizm =

5) BHBEIEHHSA =

6) hapmakokiHeTH4Hi B3aemMomil (mokmiHiuni) | —

7) iHuri hapMakoKiHETHYHI JOCII UKEHHS -

4, Tokcukonoria: =

1) TOKCHYHICTB y pa3i OIHOPA30BOTO BBEAEHHS | —

2) TOKCHYHICTB ¥ pa3i MOBTOPHHX BBE/IEHE -
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3) reHOTOKCHYHICTE: -
in vitro

in vivo (BKIIOYAK0YH 10JJATKOBY OLIHKY 3 -
TOKCHKOKIHETHKH)

4) KaHIePOreHHICTh: =

IIOBrOCTPOKOBI JOCITimKeHHS -

KOPOTKOCTPOKORI IOCTimKeHHs a60 —
JOCIIIIKEHHS CepeHbOT TPUBAIOCTI

JOJATKOBI JOCTIIKEHHS -

5) penpoyKTHBHA TOKCUYHICTD T2 TOKCHUHMH | —
BIUIMB Ha PO3BUTOK TTOTOMCTBA!

BIJIUB Ha QEePTUILHICTE i paHHiit -
eMOpiOHaNbHUI PO3BUTOK

eMOpPIOTOKCHYHICTB -

InpenarajbHa 1 MOCTHATAIbHA TOKCHYHICTE =

JOCIAKEHHS, IPH TKUX NpPENapar YBOOUTLCA | —
[IOTOMCTBY (HECTATEBO3PITUM TBAPHHAM )
Ta/abo OLIHIOCTHCA BigmaneHa ais

6) MicIleBa MEPEHOCUMICTE ~

7) 10#aTKOBI JOCHiKEHHS TOKCHYHOCTI: -

aHTHUTE€HHICTE (YTBOPEHHS aHTHTLN) —

IMYHOTOKCHYHICTb -

JIOCTIIPKEHHS MeXaHi3My Jil =

JiKapehKa 3aMexHICTh -

TOKCHYHICTE MeTabOIIiTiB —
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TOKCUYHICTE JOMIILIOK

iHme

5. BHCHOBKH 1010 JOKJIIHIYHOTO BUBYEHHS =

3asBHUK (BJIACHHK

J-p Penai’c Jlaboparopic Jltn

peecTpaniiiHoro [Dr. Reddy’s Laboratories Ltd]

NOCBI4eHH) 8-2-337, Poyn Ne 3, banmpkapa Xinns,
Xaiinepaban, Tenanrana - 500 034, Tunis
[8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500 034, India]

HHipgnuc [Mignucano 3a gonomororo DocuSign:

A-p Taycip Axmen [Dr. Tausif Ahmed]
C475D9769EE04E4

IloBHe iM’ 51

HJoxtop Taycih Axmen

Hara

12 ciuna 2024 poxy 10:00 AM IST (Iunificekuii CTangapTHuUiL
Yac)

fonoBA TPEACTABHHUTBA

Nlyuenko | . B.
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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 [V)

Report
on clinical trial

1. Name of the Medicinal Product (Marketing  |Flimenai (Efinaconazole), cutaneous solution
Authorization No., if any) 10 %

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

3. Manufacturer Encube Ethicals Private Limited,

Plot No. C-1, Madkaim Industrial Estate,
Madkaim, Post Mardol, Ponda, Goa 403 404
India

4. Performed studies: ] yes no if no, provide reasons

As per 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 Order No. 426 of the MoH dated August 26, 2005 (as amended by Order No. 460 of
the MoH dated July 23, 2015) and Guideline CPMP/EWP/239/95 final NOTE FOR GUIDANCE
ON THE CLINICAL REQUIREMENTS FOR LOCALLY APPLIED, LOCALLY ACTING
PRODUCTS CONTAINING KNOWN CONSTITUENTS» for hybrid medical product no results
of own shall be provided if registration dossiers for hybrid medicinal product shall include references
to the results of clinical studies of reference medicinal product and its equivalence is demonstrated
through appropriate studies.

As per requirements to the section “Topical and topical medicinal products” of APPENDIX II of the
Guidelines CPMP/EWP/QWP/1401/98 Rev. 1/ Corr** « GUIDELINE ON THE INVESTIGATION
OF BIOEQUIVALENCE»

A waiver of the need to provide bioequivalence studies in vivo may be acceptable in the case of
solutions, e.g. eye drops, nasal sprays or cutaneous solutions, if the test product is of the same type
of solution (aqueous or oily), and contains the same concentration of the same active substance as
the medicinal product curvently approved (reference medicinal product). Minor differences in the
excipient composition may be acceptable if the relevant pharmaceutical properties of the test
product and reference product are identical or essentially similar. Any qualitative or quantitative
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differences in excipients must be satisfactorily justified in relation to their influence on therapeutic
equivalence. The method and means of administration should also be the same as the medicinal
product currently approved (reference medicinal product), unless otherwise justified,

Given the above, totality of evidence, biowaiver justification and the studies performed, we note
that the test product meets the established criteria, has the same qualitative and quantitative
composition of the active substance and the same dosage form as the reference medicinal product,
and bioequivalence cannot be demonstrated through bioavailability studies (As per requirements
of Procedure and Guideline CPMP/EWP/239/95 final), bioequivalence studies are not required.

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

5. Full name of clinical trials, code number of  |[--
clinical trial

6. Phase of clinical trial o=

7. Clinical trial was held from to

8. Countries where the clinical trial was held -

9. Number of subjects planned: --
actually enrolled: --

10. Objective and secondary goals of the clinical
trial

11. Clinical trial design --

12. Main entry criteria --

13. Studied drug, posology, strength --

14. Comparator, dosage, posology, strength -

15. Concomitant therapy "

16. Efficacy Endpoints --

17. Safety Endpoints --

18. Statistical methods =

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

20. Efficacy Results -=
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21. Safety Results

22. Conclusions

Applicant (Marketing Dr. Reddy’s Laboratories Ltd
AutboTization boldet)  1g.9.237 Ruad N, 3, Banjars Hills,
Hyderabad, Telangana - 500 034, India

Signature DocuSigned by;
Dr. Tawaif Almed
CA7509769EED4ES...
Full Name Dr. Tausif Ahmed
Date 12-3Jan-2024 | 10:00 AM IST

) >

Fonop & fPAkCTABHUUTBA
Nyuewko | .B.
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Jonarok 30

1o Tlopsnxy npoBeneHHs eKCIEPTHU3H
peecTpauiiinux marepianiB Ha Jikapchki
3aco0u, IO NOJAIOTECA HA JePIKABHY
peecTpaliio (IepepeecTpariin), a Takox
eKCIIePTU3H MaTepialliB Mpo BHECEHH: 3MiH
[0 PeECTpaliiHUX MaTepiaiB MpOTAroM il
peecTpaLiitHoro MOCBiUCHHS

(maparpad 4 posainy IV)

3BIT
Opo KiIiHiYHE BUNPOOYBAHHS

1. Ha3pa nikaposkoro 3acoGy (3a Hassuocti — | ®JIIMEHAM (Edinakonaszon), pozunn
HOMEp PeECTpaliitHoro nocBiqueHHs”) Hamkipani 10 %

[Flimenai (Efinaconazole), cutaneous solution
10 %]

2. 3asABHUK H-p Penni'c JIaGopaTopic JITx
[Dr. Reddy’s Laboratories Ltd]

8-2-337, Poyn Ne 3, Bannkapa Xinns,
Xaiinepa6an, Tenaunrana - 500 034, Inais
[8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500 034, India]

3. BupoGuuk Enx’106 Erikans Ipaiisit JlimiTen
[Encube Ethicals Private Limited]

HAiasaunsa Ne C-1, Maakaiim Ingactpian
EcreiiT, Maakaiim, IToct Mapnoua, ITonaa,
I'oa - 403 404, Ingin

[Plot No. C-1, Madkaim Industrial Estate,
Madkaim, Post Mardol, Ponda, Goa - 403 404,
India]

4. IlpoBeneHi mocmigyKeHHs O Tax ® Hi ko Hi, oSrpyHryBaTu

Binnogiauo 1o sumor Iopsaaky NpoBeieHHs eKCIIEPTH3H PeECTpaliiHuX MaTepiani Ha JiKapehbki
3aco0u, 1O MOJAOTECA Ha JEPXKAaBHY PEECTpauilo (MepepeecTpalliio), a TAKOMK EKCIEPTH3H
Matepiaiis npo BHECEHHs 3MiH 10 peecTpauiilHnxX Marepianis MpoTAroM Aii peecrpauiiiHoro
OCBIAYEeHH, 3aTBEp/PKeHoro Hakasom MO3 Bin 26 cepnaa 2005 p. Ne 426 (y penaxuii Hakasy
MO3 Bin 23 manusa 2015 poxy Ne 460) ta Hacranosu CPMP/EWP/239/95 final «NOTE FOR
GUIDANCE ON THE CLINICAL REQUIREMENTS FOR LOCALLY APPLIED, LOCALLY
ACTING PRODUCTS CONTAINING KNOWN CONSTITUENTS» (Kniniuni BUMOTH mis
nperaparie MiCHeBoi il Ta MiCLEBOro BHKOPUCTaHHs, W10 MIiCTATH BiAOMi KOMMOHEHTH) I
ribpuiHmX mikapchkuX 3acobiB  BnacHi pes3ynbTaTH JOCHIIKEHb HE HAJAKTHCS, SKIIO
peecrpauifine pocke s riGpUAHOTO JKapehKoro 3acofy MICTATH MOCHIIAHHA HA PE3yTbTATH
KJIHIYHUX JOCTIIKeHb pedepeHTHOro JKapChKOro 3acoby Ta HOro eKBiBaNeHTHICTH HOBENeHA
Bi/JIIIOBI IHUMHM JOCTiIKEHHIMH.

Binnosiano po eumor posminy «Jlikapeeki 3acofu Mmicuesoi nii Ta MicIieBOrO 3acTOCYBAaHHS»
Honarky II Hacranosu CPMP/QWP/EWP/1401/98 Rev.1/Corr** «GUIDELINE ON THE
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INVESTIGATION OF BIOEQUIVALENCE»  (KepiBHMUTBO  WIOHO  JOCTiUKEHb
OioekBiBaseHTHOCTI)

Biomosa 610 npogedeniin docnidoicenns Gioexsisanenmnocnii in vivo mosice 6Ymu npuitnamHoIo y
pazi posuunie, Hanpuriad OYHUX Kpanenb, HA3ILHUX Chpeié a0 HAWKIPHUX PO3YUNIe, AKU0
Qocnidxcyeanul MKAPCyKUL 36 HaneXcuns 00 00HAKO8020 MUY POUUHY (60OHUL Yi ONITHUT)
ma Micmuie 0OHAKOBY KOHYEHMPAYIo MAKol dic Ol040i pevosuny, wo i 3ameepoicenutl Ha danuli
ygc nikapcekutl 3acib (pegepenmmuti nixapcvkusi 3aci6). Heswauni eioxunenns e cxnadi
OONOMIDICHUX  PEHOGUH MOXNCYMb  OYMU  HPUIHAMHUMY, AKWO 6i0Noeidni apmayesmuyni
erRACMUBOCmi OOCHIONCY8AHO2Z0 MA peepeHmno2o NIKAPCoKux 3acobis € idenmuynumy abo
cymmego cxodxcumu. ByOv-axi KiNbKicHi ma AKICHI BIOMIHHOCMI 8 QOROMINCHUX PEYOBUHAX MAIOMDb
0006’a3k060 Bymu  3a006INbHO  OBIPYHMOBAHI 3 MOUKU 30pYy GMAUEY HA MEPANCEMUNHY
exgiganenmuicmo. Llnax ma cnocib eeedenws maoms Gymu mMAaAxKoxse maxumu e, AK I O

3ameepodcen020 Ha Oanull Yac Aikapcexoeo 3acoby (pedepenmuozo nikapcvrozo 3acoby), AKuo
iHuie ne 0DIPYHMOGAHo.

BpaxoByroun BHIIEBHKIANEHE, CYKYIHICTh [OKa3iB, OBIPYHTYBAHHS BiIMOBM HpOBENEHHS
nocnijkenHs OloeksiBaneHTHOCTI (biowaver) Ta mnpoBemeHi MOCHIIKEHHs, 3a3HAYAEMO, IO
JIOCTIKyBaHuH JTiKapchbKkuil 3acid BiANOBinae BCTAHOBICHUM KPHTEpPiAM, Mae TOH camuil sxicHuit
Ta KinpkicHuil cknmaj Ailouoi PeYOBMHHM Ta TaKy > JKapchKy Gopmy, mo i pedepeHTHuit
nikapceKui 3aci6, Ta Horo 6i0eKBiBaNeHTHICTS He MOXKe Gy TH MPOAEMOHCTPOBAHA JAOCIIUKEHHAMH

6ionoctynnocTi (Biamosiaxo n0 BuMor [lopsiaxy ta Hacranosu CPMP/EWP/239/95 final), Tomy
JocHijiKeHHs 010eKBIBANEHTHOCTI He € HeoOXiqHUMHU,

1) Tun nikapebkoro 3aco6y, 3a KM ['EPUJTHUM JIIKAPCBKHH 3ACIB
npopoamacs abo NNaHyeThCs PeecTpalis

5. IloBHa Ha3Ba KAiHIYHOro BUNIPOOYBaHHS, -
KOZIOBWI HOMEP KJIiHIYHOrO BUNPOOYBaHHS

6. @a3za KNiHiYHOrO BUIPOOYBaHHSA -

7. Tlepion mpoBeAEHH KIIHIYHOTO 3 o
BUITPOOYBaHHA

8. Kpainu, e npoBoguiocs KiiHiuHe -
BUIIpOOYBaHHSA

9. KinbkicTs gocaimKyBaHux 3aniaHoBaHa: —
taxTHuHA: —

10. Mera Ta BTOpUHHI LTI KIIHIYHOTO -
BUNIPOOYRBAHHA

11. Iuzaiin kniHiYHOrO BHMPOGYBaHHA -

12. OcnoBHi kpUTeEpil BKIIOUEHHS -

LAY
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13. HocmimpxyBanmii nikapcekui 3aci, crnocio
3aCTOCYBaHHS, CHITa il

14. Ipenapart nopiBHAHHA, 1034, CIOCIO
3acTOCYBaHH4, cuna aif

15. CynyTHs Tepanis

16. Kpurepii ouiHku epekTuBHOCTI

17. Kpurepii ominku 6e3nexn

18. CrarncTruni metoau

19. leMorpadiuni MOKa3HUKM OOCHiIKYBanoi
nonyJsuii (crate, Bik, paca, TOHo)

20. Pesynbratu eheKTHBHOCTI

21. PesynsTary Oe3neku

22. BUCHOBOK (3aKJTIOYEHHS)

3aaBHHK (BIACHHK

H-p Penni’c JlaGoparopic JItn

peecrpaniiHoro [Dr. Reddy’s Laboratories Ltd]

NOCBiTUEeHH) 8-2-337, Poyn Ne 3, banmxapa Xinns,
Xalinepadan, Tenanrana - 500 034, Inxis
[8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500 034, India]

TMinmuc IMigmucano 3a nonomorow DocuSign:

H-p Taycidp Axmen [Dr. Tausif Ahmed]
C475D9769EE04E4

IloBHe iM s

Hoxtop Taycih Axmen

Hara
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