Honarok 29

zo Iopsinky nmpoBe/ieHHS. eKCepTH3H
peecTpauiiinux MaTepiais Ha JTiKapchKi
3aC00H, 110 MOJAIOTECS HA JePKABHY
peecTpariio (epepeecTpaito), a Takox
CKCIIEPTH3H MaTepiajiB PO BHECEHHS
3MiH JI0 peecTpaniiiHux MaTepiaiis
IIPOTATOM Jii peecTpaliiiiHoro
TIOCBiTYCHHS

(mysKT 4 posiny IV)

3BIT

NPo AOKJIHIYHI J0CTiIKEeHHS

1. Hasga mikapcekoro 3acofy (3a
HAsBHOCTI - HOMEp peecTpaniifHoro
[OCBITUCHHS ):

AIATIEHEM 1T, noporiok Juist po3uusy s
11’ exuii Ta indysiit mo 1000 mr

1) Tun nikapcekoro 3aco6y, 3a KM
poBOaHIIACS ab0 MIaHyeThes
peecTpanis

I'enepuunmii jikapenkuii 3acib.
OHOKOMITOHEHTHUH,

2) IpoBeAeH] 0TI IDKEHHS

TaK Hi  sxmo Hi, 06rpyHTYBaTH

Jlikapchknii 3aci6 Bianosinae BuMoram IIOJI0
FeHePUYHOTO JIIKAPCHKOTO 3ac00y, K 3a3HAUSHO
y crarti 10.1 () (iii) dupexrusu 2001/83 / €C 3i
3MIHAMH, OCKIJIbKM BIH Ma€ OJHAKOBUH SKiCHH
Ta KUIBKICHHH CKIIal AKTHBHOT PEUOBHHHE, 110 i
pedepenthuit  mikapeekuilt  3acif, omgHaKoBy
Gopmy jnosysamms, wo # y pedepentHoro
JUKapCehKOro 3acody, AOKIIHIYHI MOCHiKeHns
HE IIPOBOIUIIHCE.

2. @apMakoJoris:

He 3acrocoByerbes

1) nepBunHa apmakoguHaMika

He 3actocoByeTnes

2) BTOpHHHA (hapMaKo HHaMiKa

He 3acrocoByernes

3) dbapmaxo:ioris Oesneku

He 3actocoByernes

4) bapmakoauHamivHi B3aeMoil

He 3acrocoByerbes

3. dapmaKoKiHEeTHKA:




1) aHaniTHYHI METOIUKH Ta 3BiTH MO0
1X Baimarii

He 3actocoByeTtnes

2) BCMOKTYBaHHS

He 3aCTOCOBYETBCH

3) posmoin

He 3aCTOCOBYETHCH

4) MeTabouizm

He 3actocoByernes

5) BUBEICHHS

He 3actocoByeTnes

6) bapmaxokineTHuni B3aemoii
(TOKTiHIYHI)

He 3acrocoByernes

7) iHmi (hapMakoKiHETHYHI TOCITIKEHHS

He 3acTocoByerhes

4. Tokcukoorig:

1) TokcHYHICTB Y pa3i oHOpazoBoOro
BBCIICHHS

He 3acrocosyernes

2) TOKCHYHICTD Y pasi OBTOPHHX
BBE/ICHB

He 3actocoByerbes

3) FeHOTOKCHYHICTD:
in vitro

He 3acTocoByernes

in Vivo (BKITIOYAK0YH 10JATKOBY OILIHKY 3
TOKCHKOKIHETHKH )

He 3actocoByeThes

4) KaHIIEPOTEHHICTh:

He 3actocoByernes

TOBIOCTPOKORBI JTOCITi IMKEHHS

He 3acTocoByeTbes

KOPOTKOCTPOKOBI JIOCTI IPKEHHS
abo MOCIIUKEHHS CepeNHbOT TPHBAIOCTI

He 3acTocoByeTnes

MOIATKOBI JOCIIIKEHHS

He 3acrocoByerses

5) penpoIyKTHBHA TOKCHYHICTh Ta
TOKCHYHMI BIUIMB HA PO3BUTOK
MOTOMCTBA:

He 3actocoByeThes

BILTHB Ha (PEPTUIIBHICTH 1 paHHii
eMOpIOHATBHHN PO3BHUTOK

He 3actocoByeThes

eMOPIOTOKCHYHICTE

He 3actocoByernes




[peHaTalbHa i MOCTHATAIbHA
TOKCHYHICTE

He 3acrocoByetnes

MOCITI/DKEHHS, TIPH SKHX Tpenapar
YBOJJUTBCS] IOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/abo OLIHIOETHCS BigTaieHa
tist

He 3acTocoByeTthes

6) MiclieBa epeHOCHMICTh

He 3actocoByernes

7) OATKOBI JOCII KEHHS TOKCHUHOCTI:

He 3acrocoByeThes

AHTUTEHHICTh (YTBOPEHHS aHTHTLN)

He 3acTocoByetses

IMYHOTOKCHYHICTh

He 3actocoByeTthest

ITOCITIJKEHHS MEXAHI3MIB il

He 3acTocoByernes

JliKapchKa 3aJIe)KHICTh

He 3acrocoByeTnes

TOKCHYHICTH MeTaboIiTIB

He 3acrocoByertbes

TOKCHYHICTE JOMIIIIOK

He 3acrocoByernes

iHIIE

He 3acrocoByernes

S. BHCHOBKH 1010 AOKITIHIYHOTO
BHBYEHHS

Jlikapcekuii 3aci6, saxkud Mm nmomaemo s
OTPHMAHHS  peeCTPanifHOro IMOCBiIYeHHS €
I'CHEPHYHHM  JHKAapChbKUM  3ac000M  eKBi-
BJICHTHUM JlIKapchKoMy 3acoby Meponem®,
TIOPOILIOK /Ui PO3YMHY JUIst 1H €KIIH Ta indy3ii
no 1000 mr. skui Mae akTyanrsHy peecTpariiio
xomnaniero Pfizer Limited, i mae Takuit camuii
AKICHHH  Ta  KIIBKICHMH  CKJIAZl  aKTHBHOI
PCUOBHHM, 1O H pedepeHTHUH AiKapChLKHI
3acio.

3asBHUK (BJIACHHK
peecTpaniitnoro
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Honartox 30

no llopsaaky mpoBeneHHs eKcnepTH3H
peecTpalifHuX MaTepiasiB Ha JTiKapChKi
3ac00H, 10 MOJAIOTECS HA JEPIKABHY
peecTpalliio (IepepeecTpanito), a TaKoK
EKCIIEPTH3H MaTepialliB PO BHECEHHS
3MiH JI0 pEECTPAIiHUX MaTepiaiiB
IPOTArOM Jii peecTpartiitoro
HOCBITIEHHS

(mynKT 4 posainy IV)

3BIT

NMpo KJiHIYHe BUNIPOOYBaHHSA

1. Ha3Ba nixapcekoro 3aco0y (3a
HasBHOCTI - HOMEP peecTpanifHoro
[IOCBiTYEHHS)

JIAITEHEM 1 I', noporox juist po3unny ais
i ekl Ta indysiit mo 1000 mr

2. 3agBHUK M.BIOTEK JIIMITEJ]
I'nencroyn Xays, 77-79 Xa#i Crpir, Eram TB20 9I'U,
Cyppe#l, Benmka bpuranis

3. Bupobuuk PEMEJIIHA CA

['oynapi 23 i Apeoc. Kamarepo Atrika, 13451, I'penis

4. IlpoBeneni nociimKeHHs:

tak Hi  sKmo Hi, 06rpyHTYBaTH

BinoBizHo 10 monoKeHb  KepiBHMITRA 3
JocnijpkeHnst 6iogocTynHocTi Ta 6ioeKBiBaJICHTHOCTI
(CPMP/EWP/ QWP/1401/98-Rev.01), mocmi mKrerHs 3
OIOEKBIBAIGHTHOCTI HE BHMAraloThbes, OCKLIBKH
mikapepkuii 3aci6 JITATTEHEM 1 T, nopomox s
posuuny Ui idexuiii ra imdysii no 1000 wmr
BRBOJUTECA Y BHITISUI BOJHOTO BHYTPIIIHBOBEHHOTO
PO3YHHY, 1[0 MICTHTD iIEHTUUHY AKTHBHY PEYOBHHY B
Till Jke KoHIeHTpail, wo i pedepentuuii nikapebkuii
3aci0.

1) Tun mikapcekoro 3acofy, 3a AKHM
NPOBOIHIIACS 200 ITaHYEThCS
[peecTpaitis

Ienepuunnii nikapceknii 3acio. OQHOKOMIIOHEHTHHI.

5. IloBHa Ha3Ba KITiHIYHOTO
BUIIPOOYBaHHS, KOJOBaHUI HOMED
KITIHI9YHOTO BUIIPOOYBaHHS

He 3acrocoByeTtnes

6. ®a3a KITiHIYHOTO BUIPOOYBaHHS

He 3actocoByeThes

7. Ilepios mpoBeIeHHS KIIIHIYHOTO
BUTIPOOYBaHHS

He 3acrocoByeThes

8. Kpaiuu, ne mpoBoamiiocs KiiHiyHe
BHIIPOOYyBaHHA

He 3actocoByeThes




9. KinpkicTb gociimpKyBaHHX

He 3acrocosyerncest:

10. MeTa Ta BTOpHHHI 1iai
KITIHIYHOTO BHIIPOOYBaHHS

He 3acTocoByeThes

11. Jluzaiin KIiHi9HOTO
BUIIPOOYBaHHS

He 3actocoByetbes

12. OcHOBHI KpuTepii BKIIFOYEHHS

He 3actocoByeTtbes

13. JlocmimxyBanuii TiKapChKHi
3aci0, crocid 3acTocyBaHHs, cHa il

He 3acrocosyethes

14. Ilpemapar nmopiBHsAHHS, /1034,
c10ci0 3acTocyBaHHS, CHJIA JIil

He 3aCTOCOBYETBCS

15. CynyTtHs Tepanis

He 3acrocoByeThes

16. Kpurepii oninku eeKTHBHOCTI

He 3actocoByernes

17. Kputepii oninku Geznexu

He 3actocoByernes

18. CraTHcTHYHiI MeTOIH

He 3aCTOCOBYETRECH

19. lemorpadiuni noxa3zHUKHA
OCIIDKYBAHOT MOMYJIAMii (CTaTh,
BiK, paca, TOIIO)

He 3aCTOCOBYETBCHA

20. PezynbTaTi epeKTHBHOCTI

He 3actocoByeThes

21. PesynpTaTh Oe3nexu

He 3actocoByeThes

22. BUCHOBOK (3aKJIFOUEHHS)

Jlikapchkuii 3aci0, SIKHI MH MOIA€MO JUISL OTPHMAHHSI
peecTpalifiHoro  IOCBIMUEHHST €  FeHepUUYHUM
JKAPChKAM 3ac000M CKBIBAJICHTHHM TiKapChKOMY
3aco0y MeponeM®, nOpomoK s po3uMHY UIS
1’ ekuiit Ta indysiit mo 1000 mr, sxmii Mac akTyanbny
peecrpanito kommasiero Pfizer Limited. 1 mae Taxuii
camMmi sKicHMH Ta KUIBKICHHH CKiaq aKTHBHOL
pevoBHHH, 10 i pepepeHTHRIT JiKapchKHii 3aci6.

3asBHUK (BIIACHHK
peecTpaliiHOro MOCBiIYeHHS)
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Annex 29 to the Procedure for Conducting
Expert Evaluation of Registration Materials
Pertinent to Medicinal Products Submitted
for the State Registration (Re-registration)
and for Expert Evaluation of Materials
about Introduction of Changes to
Registration Materials during the Validity
Period of Registration Certificate (item 4 of
section IV)

REPORT

about a preclinical trial

1. The name of mecinal product (if
available - registration certificate number):

DIAPENEM 1 G, powder for solution for injection
or infusion

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

Generic drug. Single component

2) conducted studies

YES

NO

if no justify

The product meets the requirements of a generic
medicinal products as detined in Article 10.1 (a)
(111) of Directive 2001/83/EC as amended since it

has the

same qualitative and quantitative

composition of the active substance with referent
product, the same dosage form with referent
product, no preclinical studies were performed.

1) analytical methods and reports on their
validation

2. Pharmacology: NA
1) primary pharmacodynamics NA
; NA
2) secondary pharmacodynamics
N/
3) safety pharmacology &
. . NA
4) pharmacodynamics interactions
3. Pharmacokinetics:
NA




2) absorption

NA

Studies where the product is administered
to offspring (immature animals) and/or
remote effect is estimated

3) distribution -
13 meinbolism L
5) elimination Ha.
6) pharmacokinetic interactions NA
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
1) single dose toxicity i
2) repeated dose toxicity M
* N/
3) genotoxicity: X
in vitro
ey , s NA
in vivo (including additional assessment on|
toxicokinetics)
et NA
4) cancerogenicity:
V.
[ong-term studies b
. : ; NA
Short-term studies or medium-term studies
Additional studies NA
. NA
5) reproductive and developmental
toxicity:
- NA
Effect on fertility and early embryonal
development
.. NA
embryotoxicity
Prenatal and postnatal toxicity R
NA




6) local tolerability

NA

other

7) additional toxicity studies: NA

e : S NA
antigenicity (formation of antibodies)
i ek NA
Immunotoxicity

]
Study of mechanisms of action P
Drug dependence NA
Metabolite toxicity e
’ . .. NA
impurity toxicity
NA

5. Conclusions regarding preclinical study

The product we are applying for the grant of
marketing authorization is the generic equivalent
to Meronem® IV 1000 mg Powder for solution for
injection or infusion, as the currently authorized
Pfizer Limited, and having the same qualitative
and quantitative composition in terms of active
substance as the reference product.

Applicant (marketing
authorization holder)

W———
o o —

(si atur\éj
Eoollli Rade i

(Name)




Annex 30 to the Procedure for Conducting
Expert Evaluation of Registration Materials
Pertinent to Medicinal Products Submitted
for the State Registration (Re-registration)
and for Expert Evaluation of Materials about
Introduction of Changes to Registration
Materials during the Validity Period of
Registration Certificate (item 4 of section IV)

REPORT

about a clinical trial

1. The name of mecinal product (if
available - registration certificate
number):

DIAPENEM 1 G, powder for solution for injection
or infusion

2. Applicant

M.BIOTECH LIMITED

Gladstone House, 77-79 High Street, Egham
TW20 9HY, Surrey, United Kingdom

3. Manufacturer

REMEDINA SA

Gounari 23 & Areos, Kamatero Attiki, 13451.
Greece

4. Conducted studies:

ves 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 DIAPENEM 1 G,
powder for solution for injection or infusion is to be
administered as an aqueous intravenous solution
containing the same active substances in the same
concentration as the reference medicinal product.

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

Generic drug. Single component

been

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

6. Clinical trial phase NA
7. Period of clinical trial conduction NA
8. Countries where clinical trial has NA




9. Number of subjects NA
10. Purpose and secondary objectives of| NA
the clinical trial

11. Clinical trial design NA
12. Basic inclusion criteria NA
13. Investigated medicinal product, NA
method of administration, strength

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

15. Concomitant therapy NA
16. Criteria for evaluating effectiveness | NA
17. Criteria for safety assessment NA
18. Statistical methods NA
19. Demographic indicators of the NA
investigated population (gender, age,

race, ect.)

20. Results of efficiency NA
21. Results of safety NA

22. Conclusion (assessment)

The product we are applying for the grant of
marketing authorization is the generic equivalent to
Meronem® IV 1000 mg Powder for solution for
injection or infusion, as the currently authorized by
Pfizer Limited, and having the same qualitative and
quantitative composition in terms of active substance
as the reference product.

Applicant (marketing
authorization holder)

(signature)

fedvy et A

(Name)




