Bux. Ne 262 Big 12.05.2022

Hupexropy AI1

«/lep:kaBHui eKxcepTHHIT HeHTp
MinicTeperBa oxoponu 3g0poB’s
Ykpainun»

3agBHUK Akkopa Xeackea IMoscka Cr. 3.0.0., IMoabma, B o0cobi
npencraBHuka Jlucenxo Jlinii, Bucmosmoe Bam LIMPY TI0Bary Ta IOBiIOMIISE,
o10 Jikapckkoro 3acoby IPUHOTEKAH AKKOPJ/I, xouumerpar mis
TIPUTOTYBAHHS PO34UHY s iHGYy3ii, 20 Mr/vut o 5 ma (100 mr) a6o no 15 ma
(300 mr) y daraxoni, no 1 dpaakony B naumni, (mporestypa: nepkaBHa peecTparis,
1.10.5 poszimy V mnopsaky, 3assa MO3 Ne 3081/P Bin 18.02.2022 p.), =He
3amepedye npotH mybunikauii Ha odiuilinomy caitti MO3 3BITY TIPO JIOKIIiHIYHi

JOCIIIDKEHHS Ta 3BITY Mpo KITiHiYHe BUIIPOOYBaHHS.

3 roBaroio, (ﬁ W
NpeICTaBHUK 3aIBHUKA JIucenko Jlinis

BukoHaseus:
Jlucenko Jlinis
Mo6. 067 433 2523



CERTIFICATE OF COMPLIANCE

for plasma master file

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):

Irinotecan Hydrochloride 20 mg/m! Concentrate
for Selution for Infusion, 5 mL & 15 mL
[Trinotecan Accord]

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 defenition of a generic
medicinal products as defined in Article 10.] (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.

validation

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

1) analytical methods and reports on their NA

KOMA BIPHA
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in vitro

2) absorption NA
3) distribution NA
4) metabolism NA
5) elimination NA
6) pharmacokinetic interactions

(preclinical) A
7) other pharmacokinetic studies NA
4. Toxicology: No
1) single use toxicity NA
2) repeated doses toxicity NA
3) genotoxicity: NA

in vivo (including additional assessment on
toxicokinetics)

NA

to offspring (immature animals) and/or
remote effect is estimated

4) cancerogenicity: INA
Long-term studies NA
Short-term studies NA
or medium-term studies

Additional studies NA
5) reproductive and developmental toxicity:(NA
Effect on fertility and early embryonal NA
development

embryotoxicity NA
Prenatal and postnatal toxicity NA
Studies where the product is administered [NA
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6) local tolerability NA

7) additional toxicity studies: NA

antigenicity (formation of antibodies) NA

immunotoxicity NA

study of mechanisms of action INA

drug dependence NA

metabolite toxicity NA

impurity toxicity INA

other NA

’ . e Tl i € are lying for the grant of

5. Conclusions regarding preclinical study 1 p'.OdUCt e ;. A Sppiylug tor s
marketing authorization is the generic equivalent to
Campto Injection manufactured by Aventis Pharma
Ltd, England, having the same qualitative and
quantitative composition (20 mg/mL of the active
substance Irinotecan Hydrochloride Trihydrate) as
the competitor prgduct

Applicant (Registration
Certificate holder)

)

(signature)

Dr. Patel Dixit

(surname, name, father’s name)
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CEPTUPIKAT BUIITOBIJIHOCTI

moao Makcrep-gaiiny miazmn

Honarok 29

1o [Mopsnky npoBeJieHHS eKCIIepPTH3H
peecTpaniifHuX MaTepiaiB Ha KapchKi
3ac00H, 10 MOIAIOTHCS HA JEPIKABHY
peecTpaniio (epepeecTpariro), a TaKoxK
CKCIICPTH3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTpallifHuX MaTepiaris
MPOTArOM Iii peecTpaliiifHoro
IIOCBIAUEHHS

(myHKT 4 pozainy IV)

3BIT

Npo AOKIIHIYMHI J0C/i/KeHHS

1. Hasga nikapcbkoro 3aco6y (3a
HasABHOCTI - HOMEP peecTparitHoro
[IOCBIIYEHHS):

[prHOTEKAHY IiIPOXJIOPH KOHIIEHTPAT U1 PO3UHHY.
g iHQy3id, 20 mr/mi, mo 5 mum ta 15 M
[IpuHOTEKAH AKKOD]

1) Tun nikapcekoro 3aco6y, 3a SKHM
POBO,MIAcs a00 MIAHYETHCS peecTpartis

3asBKa Ha TeHePUYHMI JIKApCHKHH 3aci6

2) IpOBe/ICH] OCIIIKEHHS

Hi

IIpenapar BiamoBiTac BH3HAYEHHIO TeHEPHYHHX
JKapcLKUX 3acobiB Bignosigno mo crarri 10.1 (a)
(iii) JimpextuBu 2001/83/EC i3 3miHamm Ta
JIOIIOBHEHHAMH, OCKIIBKM BIH Mae Takuili cammuii
SIKICHUH Ta KijIbKicHHIT CKiaj Air09oi pedoBHHH Ta|
TaKy camy JiKapceky (opmy, mo i pedepeHTHHIT
npenapar, JOKJTiHIYH1 JIOCITiJKEHHSI HE
IPOBOTUIIHCS.

2. ®apmakosoris:

He 3acTocoByeThes

1) nepBuHHa hapmakoauHaMiKa

He 3actocoByerhes

2) BTOpHHHA (papMakoIHHAMIKa

He 3acTocoByeThes

3) dbapmakosioris 6eznexu

He 3acTocoByerhes

4) bapmakoauHamiuni B3aemonii

He 3acrocoByeTnes

3. dapMakoKiHeTHKA:

1) anamiTH4HI MEeTOIMKY Ta 3BITH OO0 iX
BaTianii

He 3acTocoByernes

2) BCMOKTYBaHHS

He 3acTtocoByeThest

3) posmoain

He 3acTocoByeTnes

4) metabomizm

He 3acTocoByeThes




S) BuBeeHHS

He 3acTocoByeThes

6) hapmakokiHeTHUHi B3aeMomii
(oKJiHIUHI)

He 3acTocoByeTnes

7) inmi hapMakoKiHeTHYHI MOCIiBKeHHS

He 3acTocoByernes

4. TokCHKONOTIS:

Hemae

1) TokcHuHICTE y pasi onHOpazoBoro
BBE/ICHHS

He 3acTocoByeTnes

2) TOKCHYHICTB Y pasi IOBTOPHHX BBEIEHb

He 3acTocoByerhes

3) reHOTOKCHYHICTD:
in vitro

He 3acTocoByerhes

In Vivo (BKJIFOYAIOYH JI0JaTKOBY OLIHKY 3
TOKCHKOKIHETHKH )

He 3acTocoByeThest

4) KaHIePOreHHICTh:

He 3acTocoByeThes

JIOBFOCTPOKOBI JTOCIIi[UKEHHS

He 3acTocoByeThes

KOPOTKOCTPOKOBI AOC/IIKEHHS
abo JI0CTiKEHHs CepeHbOT TPHBATOCTI

He 3acTocoByeTbes

JI0IATKOB] JOCIIAAKCHHS

He 3acTocoByeThes

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHUH BIIJIUB Ha PO3BHTOK
[TOTOMCTBA:

He 3acrocoByeThes

BIUTHB Ha QEepTHIILHICTS 1 paHHii
eMOpioHaTbHUH PO3BUTOK

He 3acTocoByerhes

eMOPIOTOKCHYHICTE

He 3acTocoByeThes

[IPEHaTalIbHA 1 MOCTHATAIEHA TOKCHUHICTE

He 3acTocoByernes

JIOCITIIKEHHS, IPH SIKKX IIperapar
YBOJIUTELCS IIOTOMCTBY (HECTATEBO3PiIHM
TBapHHaM) Ta/abo OLIHIOETLCS BignaneHa
mist

He 3aCTOCOBYETHECA

6) MicIieBa IepeHOCHMicTh

He 3acTocoByeThes

7) IONATKOBI JOCIIKEHHS TOKCHIHOCTI:

He 3aCTOCOBYETHCH

AHTHTCHHICTE (YTBOPEHHS AaHTHTIN)

He 3acTocoByeTnes

IMYHOTOKCHYHICTE

He 3acTocoByeThes

1OCJIDKEHHA MEeXaHi3MiB il

He 3actrocoByernes

TKapchKa 3alexHICTh

He 3actocoByerbes

TOKCHUHICTE META00JIITIB

He 3acTocoByeTnes

TOKCHYHICTE JOMIIIIOK

He 3acTocoByeThes

1HIIE

He 3acTocoryeThes




5. BUCHOBKH 10710 JOKTIHIYHOTO
BHBYECHHS

IIpenapat, cTOCOBHO SKOr0 MH MOaeMo 3asiBKY Ha
OTPHMaHHA  peecTpamifiHoro  mocBigdeHHs, €
TCHEPUYHHM  €KBIBAJIEHTOM Ipemapaty Kamrmro
In’exmii (Campto Injection) BupoGHUITEA KOMMIaH]
AenTic @apma JItn, AHrA, mo Mae Takuii camuit
SIKICHHH Ta KimbkicHuit cxmaz (20 mr/mi mirouoi]
pedoBHHH IpuHOTEKAaHY rixpoxmopuy TPUTiIpar),
L0 | NOPiBHAIBHM ITpenapar.

3asgBHUK (BIACHHK
peecTpaniinoro mocBinueHHs)

Leii ooxymenm nepexnadeno na YKpaiHcbKy moey nepexnadauem Beznapan Anyw Apymrc}u‘g e

/nionuc/

(mipruc)
-p Iaren [likcit (Dr. Patel Dixit)

(I1IB)

\ (=




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)

Irinotecan Hydrochloride 20 mg/m1 Concentrate for
Solution for Infusion, 5 mL & 15 mL
[Irinotecan Accord]

2. Applicant

Accord Healthcare Polska Sp.z o.0., Poland

3. Manufacturer

Manufacturing Site

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

Gujarat, 382210, India

4. Conducted studies:

yes  no_  if no, justify

As the Note for Guidance on the investigation of
bioavailability and bioequivalence
(CPMP/EWP/QWP/1401/98)  states,  bioequivalence
studies are not required since Irinotecan Hydrochloride
20 mg/ml Concentrate for Solution for Infusion is to be
administered as intravenous solution containing the same
active substance in the same concentration as the
reference medicinal produect.

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

This application is for generic.

Solution for injection or infusion

7. Period of clinical trial conduction

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

clinical trial

6. Clinical trial phase NA
NA

L P —
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8. Countries where clinical trial has been
conducted

NA

9. Number of enrolled population NA
10. Aim and secondary goals of clinical trial ~[NA
11. Design of clinical trial NA
12, Main criteria for enrollment INA

13. Investigated medicinal product, method of

administration, strength -
14. Reference product, dose, method of NA
administration, strength

15. Concurrent therapy INA
16. Criteria for efficiency assessment NA
17. Criteria for safety assessment NA
18. Statistical methods NA

population (gender, age, race, etc.)

19. Demographic indicators of the investigated

INA

20. Results of efficiency

NA

2 1. Results of safety

NA

22, Conclusion (assesment)

The product we are applying for the grant of marketing
authorization is the generic equivalent to Campto
Injection manufactured by Aventis Pharma Ltd, England
(presently Pfizer Limited) having the same qualitative
and quantitative composition as the comparator product.

Applicant (Registration
Certificate holder)

=

(signature)

Dr. Patel Dixit

(surname, name, father’s name)
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