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 V)

REPORT

about a preclinical trial

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

TAZPEN 2.25, TAZPEN 4.5, powder for solution
for infusion, 2 g/0.25 g and 4 g/0.5 g, in vials

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

Generic drug. Multicomponent

2) conducted studies

yes

NO

if no justify

The product meets the requirements 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 referent
product, the same dosage form with referent
product, no preclinical studies were performed.

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

NA

1) analytical methods and reports on their
validation




2) absorption

o NA
3) distribution ‘
NA
4) metabolism
N NA
5) elimination
o 3 ' NA
6) pharmacokinetic interactions
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
;3 NA
1) single dose toxicity
e NA
2) repeated dose toxicity
= NA
3) genotoxicity:
in vitro
i, 2 : - NA
in vivo (including additional assessment on
toxicokinetics)
;. 3 NA
4) cancerogenicity:
: NA
Long-term studies
. : . NA
Short-term studies or medium-term studies
Additional studies e
5) reproductive and developmental A
toxicity:
i NA
Effect on fertility and early embryonal
development
.. NA
embryotoxicity
NA
Prenatal and postnatal toxicity
NA

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




6) local tolerability NA

- oz . NA
7) additional toxicity studies:
antigenicity (formation of antibodies) N
. - NA
Immunotoxicity
; _— NA
Study of mechanisms of action
NA
Drug dependence
. s A
Metabolite toxicity N
; ; - NA
impurity toxicity
NA

other

5. Conclusions regarding preclinical study | The product we are applying for the grant of
marketing authorization is the generic equivalent
to Tazocin 2 g/0.25 g and 4 g/0.5 g powder for
solution for infusion, as the currently authorized by
Wyeth Pharmaceuticals/Pfizer Limited, and
having the same qualitative and quantitative
composition in terms of active substances as the
reference product.

o,

Applicant (marketing
authorization holder)
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Jlogarox 29

1o TTopsiiky MPOBEAEHHS €KCIIEPTH3H
peecTpaniiiHuX MaTepiajiig Ha JiKapchKi
3HCO6I/I, 10 MOJaI0TLCA Ha ACpiKaBHY
peecTpartito (mepepeecTpaiito), a Takox
eKCIePTH3N MaTepiaiiB Mpo BHECCHHS
3MiH JI0 peecTpalliiiHux Marepialip
MPOTATOM JIii peecTpaniifHoro
[MOCBITYeHHS

(myHKT 4 po3iny IV)

3BIT

Npo AOKJIIHIYHI JOCTIIKEeHHSA

1. Ha3Ba nmikapcbkoro 3aco0y (3a
HAsIBHOCTI - HOMEP PEECTPaIifHOTO
MOCBiTUEHHS):

TA3IIEH 2.25, TA3IIEH 4.5, nopouok i
pozuuHy s iHdy3ii, 1o 2 r/0,25 r abo
4 1/0,5 r, y pnakonax

1) Tun nikapebKoro 3acody, 3a SKUM

["eHepuyHuit J1iKapcbKuii 3acid.

npoBoauIacs adbo IIaHyeThes BararokoMIoHeHTHHIA.
[peecTpariis
2) mpoBeACHI TOCTIKEHHS TaK Hi skmo Hi, 00rpyHTYBaTH

Jlikapcekuit 3acid BiAmOBimac BUMOTaM IOJIO
IeHePUYHOTI0 JIIKapChKOT0 3ac00y, AK 3a3HaYCHO
y crarti 10.1 (a) (iii) Aupextusu 2001/83 / €C 31
3MIHAMM, OCKIJIBKM BiH Mae OJHAKOBMH SKiCHMIA
Ta KiIBKICHUH CKJIaJ aKTUBHHUX PEYOBHH, IO I
pedepenTHHil mikapcekuii  3acid, OIHAKOBI
(dopmu  g03yBaHb, 10 H Yy pedepeHTHOrO
TiKApChKOro 3aco0y, MOKIIHIYHI JTOCTiKeHHS
HE TIPOBOIUTIHCE.

2. dapmakoioris:

He 3acTocoByeThCs

1) nepBuHHA (hapMaKoIMHAMIKa

He 3dCTOCOBYETBLCH

2) BTOpHHHA (papMako/IMHaMiKa

He 3actocoByeThes

3) ¢apmakosoris 6e3nexu

He 3actocoByeTbes

4) hapMakoIUHAMIUHI B3aEMO/TIT

He 3acTocoByeThes

3. ®apMaKoKiHETHKA:




1) anasniTH4Hi METOAMKH Ta 3BITH 1110]10
X Bamiamii

He 3acrocoByeThesd

2) BCMOKTYBaHHS

He 3acrocoByeThes

3) po3nojiin

He 3acToc OBYETLCH

4) MeTabomi3M

He 3acTocoByeThCS

5) BUBEJICHHS

He 3acTocoByeThCS

6) papMaKOKiHETHYHI B3aEMOIT
(roKTiHiYHi)

He 3acTocoByeThCH

7) immi (papMakOKiHeTHIHI JOCHiPKEHHS

He 3acTocoByeThCH

4. TOKCHKOIIOTISA:

1) TOKCHYHICTD Y pa3i 0THOPa30BOro
BBE/ICHHS

He 3acTocoByeTbes

2) TOKCHUYHICTD Y pa3i MOBTOPHUX
BBEJ/ICHD

He 3aCTOCOBYETHCA

3) FTCHOTOKCHYHICTh:
in vitro

He 3aCTOCOBY€ETHCA

in vivo (BKJIFOUAIOUH JOJAaTKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

He 3acrocoByeTnes

4) KaHLIePOI'€HHICTh:

He 3aCTOCOBYETLCA

NIOBFOCTPOKOBI JTOCITIDKEHHS

He 3actocoByeTbes

KOPOTKOCTPOKOB1 JTOCIIJZKEHHS
00 JIOC/TiIPKEHHS cepe/IHbOT TPHBAIOCTI

He 3acTocoByeThes

I10JIaTKOB1 JOCITIKEHHS

He 3acTocoByeThes

5) penpoAyKTHBHA TOKCHUHICTh Ta
TOKCUYHUIT BIIUB HA PO3BUTOK
[OTOMCTBA:

He 3acTocoByeThCs

BIUIMB HA (PEePTUIILHICTD | paHHIN
eMOpioHaIbHUI PO3BUTOK

He 3acrocoByeThest

eMOPIOTOKCHYHICTD

He 3acTocoBye€ThCA




[peHarTajbHa i NOCTHATAIbHA
TOKCUUHICTh

He 3aCTOCOBYCTBCA

UTOCITIIKEHHS, TP SIKUX TperapaT
VBOIAUTLCH MOTOMCTBY (IIeCTaTeBO3pi.r[HM
TBapuHaM) Ta/abo OLIHIOETHCS BiaancHa
UTis

He 3actocoryeThest

6) mMiciieBa nNepeHoCHMICTh

He 3aCTOCOBYETHLCH

7) 10/1aTKOBI TOCITIIKEHHS TOKCHYHOCTI:

He 3aCTOCOBYETBCA

AHTUTE€HHICTD (YTBOPEHHS AaHTUTIJ)

He 3acrocoByerbes

IMVHOTOKCUYHICTh

He 3acTocoByeThHCA

IToCHiKeHHA MeXaHi3MiB il

He 3aCTOCOBYETHCA

TiKapchKa 3alekKHICTh

He 3actocoryeTbest

TOKCHYHICTH MeTadOIIITIB

He 3acTocoByeThes

TOKCHYHICTE JOMIIIOK

He 3aCTOCOBYETHCA

iHie

He 3acTocoByeThes

5. BUCHOBKH 1010 JOKIIHIYHOTO
BUBYEHHS

Jlikapcpkuii 3acid, Axkuil MH TOJAaEMO JJis
OTPUMAHHSI PEECTPALIHHOrO TMOCBIIYEHHS €
TeHEPUYHUM  JIIKQpchKUM  3aco00M  eKBi-
BasieHTHUM Tazouuny 2 r/0,25 r ta 4 r/0,5 r,
MOPOIIOK 7Sl po3uuHy st indysii, skuil mae
aKTyallbHy peecTpaiio KoMmnaHismMu Wyeth
Pharmaceuticals Ta Pfizer Limited, i mae Takwui
caMuil AKicHUH Ta KiJIbKICHWH CKITaJl aKTUBHUX
peyOBHH, 1O i pedepeHTHUIT TiKapchKuit 3acid.

i /4
3assBHUK (BJIACHUK VIA st
peecTpauiiinoro Y /
NOCBiAYEHHS) — ~ | (mianme) _
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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):

TAZPEN 2.25, TAZPEN 4.5, powder for solution
for infusion, 2 g/0.25 g and 4 g/0.5 g, in vials

2. Applicant

M.BIOTECH LIMITED

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

3. Manufacturer

Cooper Pharmaceuticals S.A.

64 Aristovoulou Str. 11853 Athens, Greece

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-Rev.01)  states, bioequivalence
studies are not required since TAZPEN 2.25,
TAZPEN 4.5, powder for solution for 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. Multicomponent

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
been

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
Tazocin 2 g/0.25 g and 4 g/0.5 g powder for solution
for infusion, as the currently authorized by Wyeth
Pharmaceuticals/Pfizer Limited, and having the same
qualitative and quantitative composition in terms of
active substances as the reference product.

Applicant (marketing
authorization holder)
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10 Topsiiky npoBeIeHHs EKCIIEPTH3H
peecTpaliiiHuX MaTepialliB Ha JIIKapChKi
3ac00H, 1110 TOJAIOTHCS HA JePHKaABHY
peecTpaliio (rnepepeecTpailito), a TakoxK
EKCIIEPTU3HM MaTepialliB [1pO BHECEHHS
3MiH 10 peecTpaliifHux MaTepianiB
IPOTArOM Aii peecTpariiiHoro
MOCBIIYEHHA

(myHKT 4 po3zainy 1V)

3BIT

Npo KJIHIYHEe BHIIPOOYBAHHS

1. Ha3pa mikapcebkoro 3acody (3a
HassBHOCTI - HOMep peecTpauiifHoro
MOCBITUCHHS)

TAS3IIEH 2.25, TA3IIEH 4.5, nopouox 1is po3uuHy
ans indysii, mo 2 /0,25 r abo 4 r/0.5 r, y ¢pnaxkonax

2. 3asBHUK M.BIOTEK JIIMITE[]
Cnexcroyd Xays, 77-79 Xait Ctpir, Eram TB20 9T,
Cyppeii, Benuka bpuranis

3. BupoOHuk Kynep @apmaceroTikams C.A.

64 ApictoBoynoy Ctp. 11853 Adinu, I'penis

4. [IpoBeeHi OCTIAKEHHS:

tak Hi Ko Hi, 00rpyHTyBaTH

BiamoigHo o0  TOJOXEHh  KepiBHHLTBA 3
nocIipKeHHs 6i010cTynHOCTI Ta 010€KBiBaJICHTHOCTI
(CPMP/EWP/ QWP/1401/98-Rev.01), nocmi/ukeHHd 3
010€KBIBAJICHTHOCTI HE BHMAralTbCi. OCKLUIBKH
mixapcekuit 3aci6 TA3IIEH 2.25, TA3IIEH 4.5,
HOPOLIOK JUist po3uuHy Ui iHQY3ilf BBOIUTHCH Y
BUIJISII BOJHOIO BHYTPIIIHBOBEHHOTO PO3YHHY, IO
MICTUTh 1JIEeHTUYHI AKTUBHI PEYOBWHU B Till IKe
KOHIIEHTpalil, u[o i pedeperTHuii nikapebkuit 3acio.

1) Tum JgikapcpKoro 3acody, 3a AKUM
poBoOAHIacs ado MIaHYEThCA
peecTpartis

['eneprunuit nikapcbkuif 3aci6. baraTokOMIOHEHTHHH.

5. [loBHa Ha3Ba KJIIHIYHOTO
BUIPOOYBaHHS., KOJIOBAHUI HOMED
KJIIHIYHOT'O BUIIPOOYBAHHS

He 3aCTOCOBYETBCA

6. ®aza KAiHIYHOTO BUIIPOOYBaHHS

He 3acTocoByeThes

7. Tlepioj npoBeAeHHs KIIHIYHOTO
BUITPOOYBAHHS

He 3acTocoByeThbes

8. Kpainu, jie 1poBoMIIOCs KJIIHIYHE
BUIIPOOYBAHHS

He 3actocoByeThes




9. KinpKicTh 10CIIKYBaHUX

He 3acTOCOBYETHCS:

10. MeTa Ta BTOPUHHI L1171
KIITHIYHOTO BUIIPOOYBAHH:

He 3acTtocoBy€eThCS

11. JIuzaiia KAIHIYHOTO
BUIIPOOYBaHHA

He 3aCTOCOBYETBCA

12. OcHOBHI KpUTEPIT BKIKYEHHS

He 3acrocoByerbes

13. JocaimxyBaHuil TiKapchbKuit
3acid, crocid 3acTocyBaHHs, cua Ail

He 3acTocoByeTbes

14. I1penapat nopieHsAHHA, 1034,
crioci0 3acTocyBaHHs, cuiia Ail

He 3acTOCOBYETRECA

15. CynmyTHs Teparis

He 3acTocoByeThCs

16. Kputepii oninkn eheKTHBHOCTI

He zacTocoBveThCH

17. Kpurepii ominku 6e3nexn

He 3actocoByeThes

18. CtatrucTH4HI METOH

He 3actocoByeThes

19. Jlemorpadiuni nokazHUKH
ITOCTTIKYBAHOT IMOMYJIALIT (CTaTh,
BiK, paca, TOLIO)

He 3aCTOCOBYETHCA

20. PesynpTat €(peKTHBHOCTI

He 34CTOCOBYETBCA

21. PesynpTatu Oe3nexu

He 34CTOCOBYETBECA

22. BUCHOBOK (3aK/IHO4YEHHSH)

Jlikapcekuit 3acid, KUt MU MOAAEMO /I OTPUMAaHHS
peecTpalifHOro  NMOCBiJ4eHHS €  TIeHEpHUYHHM
JIKapChKUM  3ac000M  eKBiBaJICHTHUM  TazoluHy
2 r/0,25 r Ta 4 r/0,5 r, NOPOIIOK U PO3YUHY JUIA
iHy3iil, KM Mae  akTyallbHy — peecTpaliio
koMnanismMu  Wyeth Pharmaceuticals ta Pfizer
Limited, i Mae Takuii caMuii SKIiCHHH Ta KUIBKICHUMA
CKJIaJ AaKTHBHHX PEYOBMH, 10 # pedepeHTHHI
Jlikapcbkuit 3acio.

3assBHHUK (BJIACHUK
peecTpaniifHoro mocei4eHH:)

“—(riianuc)
N/aXe)




