Annex 29

to the Order of expert evaluation conduction
of registration materials on medicinal
products submitted to state

registration (re-registration), as well as
expert evaluation of materials on making
amendments to registration materials

during validity term of

Registration Certificate

(point 4 section IV)

REPORT
on preclinical studies

1. Name of medicinal product (if available
- Registration Certificate number):

Voriconazole 200 mg powder for solution for
infusion

1) type of medicinal product, for which
registration has been conducted or planned

This application is for generic.

2) conducted studies

No

The product meets the detenitin of a generic
medicinal products as defined in Article 10.1 (a) (iii)
of Directive 2001/83/EC as amended, since it has the
same qualitative and quantitative composition of the
active substance with reference product , the same
dosage form with reference product, no preclinical
studies were performed.

2. Pharmacology: NA
1) primary pharmacodynamics NA
2) secondary pharmacodynamics NA
3) safety pharmacology NA
4) pharmacodynamic interactions NA
3. Pharmacokinetics:

A

1) analytical methods and reports on their
validation




. INA

2) absorption

N A
3) distribution N
4) metabolism e
5) elimination e

. , N

6) pharmacokinetic interactions A
(preclinical)
7) other pharmacokinetic studies a
4. Toxicology: No
1) single use toxicity INA
2) repeated doses toxicity INA
3) genotoxicity: INA
in vitro
in vivo (including additional assessment on [NA
toxicokinetics)
4) cancerogenicity: INA
Long-term studies INA
Short-term studies NA
or medium-term studies
Additional studies NA
5) reproductive and developmental toxicity:[NA
Effect on fertility and early embryonal INA
development
embryotoxicity INA
Prenatal and postnatal toxicity NA
Studies where the product is administered [NA
to offspring (immature animals) and/or
remote effect is estimated




6) local tolerability INA
7) additional toxicity studies: INA
antigenicity (formation of antibodies) NA
immunotoxicity NA
study of mechanisms of action NA
drug dependence INA
metabolite toxicity NA
impurity toxicity INA
other INA

5. Conclusions regarding preclinical study

The product we are applying for the grant of
marketing authorization is the generic

equivalent to Vfend® 200 mg powder for solution for
infusion manufactured by Pfizer Limited, United
Kingdom, having the same qualitative and
quantitative composition in terms of active

substance(s) as the comparator product.

Digitally signed by Asha Dasgupta

Applicant (Registration Asha Dasgupta s "

Certificate holder)

emait=adasgupta@intaspharma.com, c=IN
Date: 2020.09.03 16:21:51 +05'30"

(signature)

Dasgupta Asha

(surname, name, father’s name)




Jomnatox 29

no Tlopsinky npoBeqeHHS eKCIIepTH3H
PEECTPALIHHIX MaTepialiB Ha JIKapChKi
3aco0H, 1110 IIOAIOTECS HA IEPIKABHY
peecTpaLiio (IepepeecTpali), a TAKoxK
EKCIIEPTH3H MaTepialliB PO BHECEHHA
3MIH JI0 peecTpalifHuX MaTepiaiis
IIPOTATOM Jii peecTpaliitHOro
NOCBITUEHHS

(myHKT 4 pozainy IV)

3BIT

NPO AOKJIIHIYHI JOCTiTKEHHSsI

1. Ha3sa mixapcbkoro 3aco0y (3a
HasIBHOCTI - HOMEP peecTpaiinHoro
[IOCBITUEHHS):

BopukoHa3011 MOPOIIOK /UIs PO3UHHY UTs iH(Y3iii
mo 200 mMr

1) TuI nikapceKOro 3acoly, 3a IKHM
[POBOIUIACS a00 IUIAHYETHCS PEECTpallis

3asgBKa Ha FeHEPHIHHH JIIKApPCHKHii 3aci0

2) mpoBeieHi TOCTiIKEHHS

Hi

[Ipemapar BiNOBiNa€c BU3HAYCHHIO TeHEPUYHHX
JIKapCchKUX 3acobiB BIANOBINHO g0 crarTi 10.1 (a)
(111) Jupexrusu 2001/83/EC i3 3MiHaMu Ta
JIOITOBHEHHAMHM, OCKUIBKH BIH Mac TaKWi caMuii
SKICHMH Ta KITBKICHHH CKITa IiI0401 peYOBHHHM Ta
TaKy caMy JIKapchKy hopMy, 1o 1 pedepeHTHHI
Ipenapar, ZTOKIIHITHI JOCTIDKEHHS He
ITPOBOTAITHCS.

2. ®apmMakosioris:

He 3acrocoByeThes

1) nepBunHa hapmakoguHaMiKa

He 3acTocoByeThes

2) BTOpHHHA (hapMaKkoIuHAMIKA

He 3acrocoByeTbea

3) dapmakosoris Gesnexu

He 3acTocoByeThes

4) dapMakoHHAMIUH] B3aeMOIiT

He 3acTocoByeThes

3. ®apMaKoKiHETHKa:

1) aHamiTHYHI METOMKH Ta 3BITH MO0 1X
BaTiTarii

He 3actocoByeThes




2) BCMOKTYBaHHA

He 3acTtocoByeThea

3) po3moain

He 3acTrocoByeThes

4) meTabouizm

He 3acTocoByerbcs

5) BUBECHHS

He 3acTocoByeThCs

6) hapMaKOKIHETHYHI B3a€MO/Iil
(ToKJTIHIYHI)

He 3acTocoByeTbes

7) iH11 GapMaKOKiHETHYHI JJOCITI IDKEHHS

He 3acrocoByerbes

4. Toxcukomoris:

Hi

1) TOKCHYHICTB Y pa3i 0JJHOPa30BOTO
BBEICHHS

He 3acTocoByeThest

2) TOKCUYHICTB y pa3i IOBTOPHHX BBEJIEHB

He 3acTocoByeThCs

3) reHOTOKCHYHICTE:
in vitro

He 3acTocoByeThCa

In Vivo (BKJIIOYAIOYH J0JaTKOBY OI[HKY 3
TOKCHKOKIHETHKH)

He 3acTocoByeThcs

4) KaHLePOreHHICTh:

He 3aCTOCOBYETBCA

OBrOCTPOKOBI JOCITIIKEHHS

He 3acTocoByerbes

KOPOTKOCTPOKOBI HOCIIIKEHHS
a00 MOCTIDKEHHS Cepe/IHbOI TPHBAIOCTI

He 3acrocoByeThes

JI0JATKOBI IOCTIIKeHHS

He 3aCTOCOBYETHCA

S5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHUH BIUTHB HAa PO3BHTOK
[MOTOMCTBA:

He 3acrocoByeTbes

BIUIMB Ha (DePTHIIBHICTG i paHHii
eMOp1OHATBHUI PO3BHTOK

He 3acTocoByeThes

eMOpPIOTOKCHYHICTE

He 3acTocoByernes

NPEHATAIbHA 1 TIOCTHATAIBHA TOKCHIHICTD

He 3acTocoByeThes




OCITIJIPKEHHA, IIPH AKHUX [IpernapaTt He 3acTocoByeTbes
YBOJHUTHCSA IOTOMCTBY (HECTaTeBO3PITHM
TBapHHAaM) Ta/ab0 OLIHIOETHCS BiiaieHa
st

6) MiclieBa MEpeHOCUMICTh He 3acTocoByeThes

7) DOIATKOBi JOCTI/KEHHs TOKCHYHOCTI: |He 3acTtocoByeThes

AHTHUTE€HHICTH (yTBOPEHHS aHTHTIN) He 3acTocoByeThCs

IMYHOTOKCHYHICTh He 3actocoByeThes

JTOCITIJPKEHHS MEXaHI3MIB JIii . He 3acTocoByeThCs

ITIKapchbKa 3aJIeKHICTh He 3acTocoByeThCs )

TOKCHYHICTh MeTabOIIITIB He 3acTOCOBYETHCS

TOKCHYHICTE JOMINIOK He 3acTocoByeThCs

iHIIIE He 3acTocoByeThCst

5. BUCHOBKHM 110710 TOKITIHIYHOTO IIpenapar, CTOCOBHO SIKOTO MU IIOAEMO 3asBKY Ha
BUBYCHHS OTPUMAaHHs PEECTPALIHHOTO MTOCBITYEHHS, €

reHepUIHNM EKBiBaEHTOM TpenapaTy Bibern®
[MOPONIOK UL pO3UMHY JUIst 1H(y3iii mo 200 Mr
supobnunTea Idaiizep Jlimiten, Benuka Bpuranis,
I110 Mac TAKMH caMHH AKICHUH Ta KUTBKICHHIH CKJIa]l
NiF090i(1iF0UX) PEUOBHHU(PEIOBHH), IO i
MIOPIBHSUILHUK IIpemapar.

3asBHUK (BIaCHHK

b y /eJIEKTPOHHUHN miamuc/
PeECTPaIiiHOTO IOCBiTYeHHS)

(migmuc)
Jacrymnra Ama
(IL. L B.)

(T.1.B.)

L]ett doxymenm nepexnaderno na ykpaincoky mogy nepexiadauem Beznapan Awyw Apymiouisroro




Annex 30

to the Order of expert evaluation conduction
of registration materials on medicinal
products submitted to state

registration (re-registration), as well as
expert evaluation of materials on making
amendments to registration materials

during validity term of

Registration Certificate

(point 4 section IV)

REPORT
on clinical trial

1. Name of medicinal product (if available -
Registration Certificate number)

Voriconazole 200 mg powder for solution for infusion

2. Applicant

Accord Healthcare S.1..U.

3. Manufacturer

Intas Pharmaceuticals Limited
Plot No. 457, 458 & 191/218P,
Sarkhej-Bavla Highway, Matoda,
Sanand, Ahmedabad,

Gujarat, 382210, India

4. Conducted studies:

yes no ifno, justify

As the Note for Guidance on the investigation of
bioavailability and bioequivalence
(CPMP/EWP/QWP/1401/98-Rev.01) states,
bioequivalence studies are not required since Voriconazol
200mg, powder for solution for infusion is to be
administered as an aqueous intravenous solution
containing the same active substance in the same
concentration as the reference medicinal product.

1) type of medicinal product, for which
registration has been conducted or planned

This application is for generic.

Powder for solution for infusion

5. Full name of clinical trial, code number of |NA

clinical trial

6. Clinical trial phase NA
i .y ! . NA

7. Period of clinical trial conduction

8. Countries where clinical trial has been INA




conducted

21. Results of safety

9. Number of enrolled population NA
: - ; NA
10. Aim and secondary goals of clinical trial
; o ; NA
11. Design of clinical trial
v s NA
12. Main criteria for enrollment
; o NA
13. Investigated medicinal product, method of
administration, strength
NA
14. Reference product, dose, method of
administration, strength
15. Concurrent therapy INA
I . NA
16. Criteria for efficiency assessment
. NA
17. Criteria for safety assessment
18. Statistical methods Ha
b e : : NA
19. Demographic indicators of the investigated
population (gender, age, race, etc.)
20. Results of efficiency A
NA

22. Conclusion (assesment)

The product we are applying for the grant of marketing
authorization is the generic

equivalent to Vfend® 200 mg powder for solution for
infusion manufactured by Pfizer Limited, United
Kingdom, having the same qualitative and quantitative
composition in terms of active substance(s) as the

comparator product.

Applicant (Registration
Certificate holder)

:-debr-hhlhwp
DNmAhDappl =Intas Pharmac uuH.r»ld

Asha Dasguptac:

Daty 2010090]\&26 ZBWS 30

(signature)

Dasgupta Asha

(surname, name, father’s name)




Honmarok 30

1o Ilopsaaky nMpoBeJieHHs eKCIIEPTH3H
peecTpanifHUX MaTepiatiB Ha JKapChKi
3ac00H, 110 MOJAIOTECS HA JIEPIKaBHY
peecTpartiio (mepepeecTpartiio), a TAKoxK
EKCIIEpTU3H MaTepiasiB PO BHECEHHS
3MIH JI0 peecTpanifHux MaTepiaiis
IIPOTATOM JIii peecTpanifHoro
[IOCBI[YEHHS

(mynxt 4 posainy IV)

3BIT
PO KJIiHiYHe BUNIPOOYBAHHSA

1. Ha3Ba nikapchbKoro
3aco0y (3a HassBHOCTI -
HOMEP peecTpaniifHoro

BOpHKOHA30/1 MOPOLIOK JUIS PO3YUHY UL iH(Y3iit mo 200 mr

[1OCB1/I4EHH;1)
2. 3asgBHUK Axxopn Xenckea C.JLY.
3. BupobHuk Inrac @apmacklotikans Jlimiresn

stk Ne 457, 458 ta 191/218P,
[Iloce Capkemx-basna, Maroa,
Canany, Axmemadan,

I'ynaxapar, 382210, Inmgis

4. ITpoBeneHi TOCiKEHHS:

TaK Hi  AKII0 HI, 0OTpyHYyBaTH

SIx 3aznaueno B KepiBHHITBI 3 fociifkenHs 61010CTyIHOCTI Ta
OioexsiBanenTHocTi (CPMP/EWP/QWP/1401/98-Rev.01), mocimipkeHHs
010eKBiBAJIEHTHOCTI He MOTPiOHi, OCKITEKH BOPHKOHA30J1 MOPOIIOK IS
po3unHy Ut iHdy3iit mo 200 Mr, SIKWit CITiZ BBOJAWTH y BUTJIAAI BOAHOTO
PO3YHHY BHYTPIUIHBOBEHHO, MICTHTh Ty Camy iUy PEUYOBHHY B Tiif ke
KOHIIEHTpAIlIi, 1110 i pedepeHTHHI JIiKapChKuii 3acif.

1) THII TiKapchKOro 3aco0y,
3a IKMM TIpoBOauIacs abo
[UIAHYETHCS peecTpaitis

3asBKa Ha reHEPUYHMIT JTiKapChKuii 3acif.

ITopomok 11 pozuuny [uis iHdys3ii

5. IloBHa Ha3Ba KIIHIYHOTO
BUIPOOYBaHHS, KOTOBAHHI
HOMEp KJIIHITHOTO
BUIIPOOyBaHHS

He 3acTocoByeThCst

6. ®a3a KIIHIYHOTO
BUITPOOYBAHHS

He 3acTocoByeTbest

7. Ilepion poBeeHHs
KJIIHIYHOTO BUNIPOOYBAHHS

He 3acTocoByerhes

8. Kpainwu, Jie nposoaumocs
KJIIHIYHE BHIIPOOyBaHHSA

He 3acTocoByeThes




9. Kinekicts
IOCITI/DKYBAaHHX

He 3acrocoByeTbes

10. Mera Ta BTOpHHHI 1imi
KJIIHIYHOTO BUIIPOOYBAHHs

He 3acTocoByeThes

11. JIu3aitH KIiHigHOTO
BUIIPOOYBaHHS

He 3acTocoByeThes

12. OcHoBHI KpuTepii
BKJIIOYCHHS

He 3acTocoByeThes

13. docmimKyBanuit
TiKapchKHif 3aci0, crocid
3aCTOCYBaHHs, CHIa il

He 3aCTOCOBYETBECA

14. TIpenapat nopiBHSHH,
1032, CI1oci0 3aCTOCYBaHHs,
cuiia aii

He 3acTocoByeTnes

15. CynytHas Teparmis

He 3acTocoByeThcs

16. Kpurepii orinku
e()eKTHBHOCTI

He 3acrocoByernbes

17. Kpurepii ominku
Oe3nexku

He 3acTrocoByeThes

18. CrarucTuuHI METOTH

He 3acTocoByeThes

19. lemorpadiuni
[MOKAa3HUKH JTOCITIKYBAHOT
TONYJIALi (CTaTh, BiK, paca,
TOIIO)

He 3acTocoByeThCs

20. Pesynpraru
e(heKTHBHOCTI

He 3acTtocoByerbes

21. Pesynpratu Ge3nexu

He 3acrocoByerhes

22. BHCHOBOK (3aKITIOYEHHS)

[Ipenapar, CTOCOBHO fKOTO MH IOZAEMO 3a4BKYy Ha OTpHMaHH
PEECTPALIfHOIO MOCBIAYEHHS, € TeHEPHYHHM EKBiBAJIEHTOM npernapary
Bidenn® nopomrox s po3unHy s iH(y3ii mo 200 Mr BupoOHMIITRA|
[1daiizep JlimiTen, Bemka Bpuranis, mo Mae Takuil camuit SKicHmi Ta|

CKJIAX  I11090i(Aif0umX) PEYOBHHHU(PEIOBHH),
MOPiBHATIBHUIT TIpenapar.

KiTbKICHIH

3aABHUK (BIACHHK

PEECTpaLiHOTO MOCBITICHHS)

Leit doxymenm nepexnadeno na ykpaincoxy Mosy nepexnaoaviem beznapan Anyw Apymionisnoio

[eIEKTPOHHUHN Tiamuc/

Hacrymora Amra




