JHonatox 30

1o llopsiky npoBeieHHs EKCIIEPTH3H
peecTpaniifHuX MaTepiaiiB Ha JTiKapChKi
3aco0H, 1110 IOJAIOTHCS HA IEPIKABHY
peecTpariio (TIepepeecTpariio), a TAaKoXK
EKCIEPTH3H MaTepialliB Mpo BHECEHHS
3MiH JI0 peecTpaniiHiX MaTepiais
IPOTATOM Jii peecTpariifnoro
IIOCBITUYEHHS

(mynkT 4 posmiay IV)

3BIT

npo KJiiHiYHe BUNPOOYBaHHS

1. Ha3ga slikapcbkoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpamiiHoro
[OCBITICHH)

[ledrprakcon, TOPOLIOK JUTst pO3UHHY /Ui 10 €Kil
Ta iH(y3ii no 1.0

2. 3asgBHUK M.BIOTEK JIIMITE]],
I'nencroyn Xays, 77-79 Xaii Crpir, Eram TB20 9T'H,
Cyppeii, Bemuka bpurtanis

3. Bupobuuk Kiny ®apmacsiorikan Ko., JItn. (Xaii-Texk 3oyn Caiir)

Ne 317, Kcinnyo Poaj, Xaii-Tek 3oyH, [xinan,
amnonr Hpoeiue, 250101, H.P. Kurait

4. [TpoBeieH1 1OCITIKEHHS:

tak Hi AKIIO Hi, OOTPYHTYBATH

Binnosinno 10  10JOKEHb — KEPIBHHITBA 3
JAocnimKeHHs 6lofocTynHoCTI Ta 610€KBiBAICHTHOCTI
(CPMP/EWP/ QWP/1401/98-Rev.01), nocmimkenus 3
OI0EKBIBAICHTHOCTI HE BHMArarOThCs, OCKLIbKH
mikapeekui  3aci®  Lledrpwakcon, nopomok s
po3uuny s iH°ekiiif ta tudy3ii no 1,0 r BBoaHTHCH
¥ BUITIAII BOJIHOT'O BHYTPIINHBOBEHHOIO PO3UMHY, IO
MICTHTh IJCHTUYHY AKTHBHY pPEUYOBHHY B Tili ke
KOHIeHTpaiil, mo i pedepertHuit Tikapchkui 3acio.

1) Tun nikapchKoro 3acody, 3a SKuM
poBoAMIACS a0 TIaHYETHCS
peecTparis

I'eneprunnii aikapebkuit 3acid. OMHOKOMIOHEHTHHMI.

5. IToBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJOBAHHI HOMED
KTIHIYHOTO BUIIPOOYBaHHS

He 3aCTOCOBYETLCH

6. @aza KIIHIYHOTO BUMPOOYBaHHS

He 3aCTOCOBY€THCA

7. Ilepioa npoBeieHHS KIIIHIYHOTO
BUIIPOOYBaHHSA

He 3acTocoByeThes

8. Kpainu, e mpoBonIiocs KiiHiuHe
BUTIPOOYBAHHS

He 3actocoByerhes




9. KinbkicTh nociipKyBanmx

He 3acrocoByernes:

10. Meta Ta BTOpuHHI mixi
K/I1HIYHOTO BUIIPOOYBaHHS

He 3acTocoByernes

11. ln3aiin KaiHiYHOTO
BHITPOOYBaHHs

He 3acrocosyernes

12. OcHOBHI KpuTepii BKIHOUEHHS

He 3acTocoByeTbes

13. JlocnimkyBanuit TikapchKuii
3aci0, crioci6 3acTocyBanHs, cuna il

He 3aCTOCOBYETLCA

14. Tlpenapar nopiBHsSHHS, 1034,
criocib 3acTocyBaHHs, CHIA il

He 3acrocoByethes

15. CynytHs Tepanis

He 3actocoByeThes

16. Kputepii owinku eeKTUBHOCTI

He 3actocoByernes

17. Kputepii orinku Ge3mnexu

He 3acrocoByernes

18. CraTtucTHuni MeTOIH

He 3acrocoByeTbes

19. Jlemorpadiuni nokazsHuKH
10CITIDKYBAHOT MOy ISl (CTaTs,
BIK, paca, TOIIO)

He 3acTtocoByeThes

20. Pesynprary eeKTHBHOCTI

He 3acTocoByernes

21. Pesynpraru Oe3nexn

He 3actocoByetnes

22. BUCHOBOK (3aKJIIOUCHHS)

Jlikapeskuii 3aci6, SKHIT MH 1M0/126MO JUISL OTPHMAHHS!
peECTpaLliiHOro  IOCBIAYEHHS €  IeHepUYHHM
JKApCLKAM  3ac000M  CKBIBAIGHTHHM JHKApCLKOMY
3aco0y Pouedin | r. mopomoxk s posumHy s
in’ €Ki Ta inQys3iit. SKHH Maec akTyalbHy PeecTpallio
koMnanielo Roche Products Limited, 1 mae Takuii
camMuil SKICHUMH Ta KUIbKICHME CKIaj akTHBHOT
PEYOBHHH, 10 ¥ pedepenTHHIT TiKapehKuil 3acil.

3asBHUK (BJIaCHUK
peecTpaniiHOro IMOCBiTUEHHS)
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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):

Ceftriaxone, powder for solution for injection or
infusion 1 g

2. Applicant

M.BIOTECH LIMITED

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

3. Manufacturer

Qilu Pharmaceutical Co., Ltd. (High-Tech Zone
Site)

No. 317, Xinluo Road, High-tech Zone, Jinan,
Shandong Province, 250101, P.R. China

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 Ceftriaxone, powder
for solution for injection or infusion 1 g 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
mumber 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
Rocephin 1 g Powder for solution for injection or
infusion, as the currently authorized by Roche
Products Limited, and having the same qualitative
and quantitative composition in terms of active
substance as the reference product.

Applicant (marketing
authorization holder)

P

3 (signatlwé) _
F%ﬁfl(i\[gn\ﬂ S 1

(Name)




Homnarox 29

1o ITopsaaky npoBeieHHs eKCIIEPTH3H
peecTpaniiHuX MaTepialiB Ha TiKapChKi
3aco0H, 1[0 MOJATHCT Ha JIepXKaBHY
peecTpariio (epepeecTpaniio), a TakoxK
€KCIIEPTH3H MaTepialiB Mpo BHECEHHS
3MiH JI0 peecTpauiiinux MaTepianis
IPOTATOM Jii peecTpamiiHoro
[IOCBIAYEHHS

(myHKT 4 pozmiay IV)

3BIT

Npo JOKJIIHIYHI J0C/TiAKeHH

1. Haspa nixapcekoro 3acofy (3a
HASBHOCTI - HOMEP peecTpaniifHoro
[IOCBITUCHHS):

Lledrpraxcon, moporox juis pozunuy Juis
10 ekniit ta indysiii no 1,0 r

1) Tun nikapcekoro 3aco6y, 3a IKUM
[IpoBoanIacs abo MIaHyEThCS
peecTpanis

["enepuunuii srikapenkuii 3acio.
OHoKOMITOHEH THHH.

2) IpoBeIeHi TOCTi JKEHHs

TaK Hi  sxmo =i, o6rpyHTYBaTH

Jlixapcbkuit 3aci6 Bimnosizae BEMOraM momuo
TeHePUYHOI0 JIKApPCLKOTo 3ac00y, AK 3a3HAYEHO
y crarri 10.1 (a) (iii) upextunu 2001/83 / €C 3i
3MIHAMH, OCKLJIBKH BiH Ma€ o/iHAKOBHY SKiCHHIH
Ta KiTbKICHAHA CKIa/l aKTHBHOT pEUOBHHU, 1110 H
pedepenTHril  nmikapcekuit  3aci6, omHaKoBy
(popmy nmosysamHs, mo ¥ y pedepenrHoro
JIKAPChKOro 3acody. JOKIHIUHI JOCTiIKeHHS
HE [TPOBOTHITHCE.

2. ®apmaxosioris:

He 3acrocoByernes

1) mepBunna papmaxkoauHamika

He 3actocoryernes

2) BropuHHA hapMakouHAMiKa

He 3acrocoByernes

3) Gapmakooris Ge3nexu

He 3acTocoByerhes

4) papmaxoauHaMiuHi B3aeMoil

He 3actocoByernes

3. ®apmMaKkoKiHETHKA:

A




1) ananiTHUHi METOMKHM Ta 3BiTH MO0
X Bajimarmii

He 3actocosyerhes

2) BCMOKTYBaHHSI

He 3acrocoByerses

3) posnmomin

He 3actocoByeThes

4) metaboirizm

He 3acrocoByetnes

5) BUBEAEHHS

He 3actocosyerbes

6) bapmakokineTHuHi B3aeMoil
(JOKITiHIUHi)

He 3acrocoByernes

7) iH1mi hapMaKkOKiHETUYHI JOCIIHKEHHS

He 3actocosyeThes

4, Toxcukomoris:

1) TokcH4HICTB Y pasi onHOpa3oBOro
BBEJICHHS

He 3acrocoByerses

2) TOKCHUHICTB Y pasi MOBTOPHUX
BBEJICHE

He 3acrocoByeThest

3) reHOTOKCHUHICTE:
in vitro

He 3acrocoByernes

in Vivo (BK/IIOYAI04YH JOJAaTKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He 3actocoByeThes

4) KaHIIEpOTCHHICTE:

He 3actocoByeThes

JTOBIOCTPOKOBI JOCITI/DKEHHS

He 3acrocoByernes

KOPOTKOCTPOKOBI JJOCTiKEHHS
@00 J10CiIKeHHS CepeHbOl TPHBATIOCTI

He 3acrocoByernhes

IMOIATKOBI TOCTiIKEHHS

He 3acrocoByernes

5) penpoayKTHBHA TOKCHYHICTD T4
TOKCHYHHH BIIJIUB HA PO3BHTOK
OTOMCTBA:

He 3actocoByernes

BILTUB HAa (DEPTUIILHICTE 1 paHHii
eMOpiOHAIBHHI PO3BHTOK

He sactocoByetnes

eMOPIOTOKCHYHICTE

He 3acTocoByernes




[peHaTalbHa i MOCTHATAIIBHA
TOKCHYHICTh

He 3acrocoByethest

VI0CITI[DKEHHS, IPH SIKUX [Iperapar
YBOAHTBLCS MOTOMCTBY (HECTATEBO3PLITHM
TBapUHAM ) Ta/ab0 OIIHIOETHCS BiaaieHa
mist

He 3actocoByeTnest

6) MicIieBa IepEeHOCHMICTE

He 3acrocosyernes

7) MONATKOBI TOCHIIKEHHSA TOKCHYHOCTI:

He 3actocoByeTrhes

AHTHTEHHICTE (YTBOPEHHS aHTHTLN)

He 3actocoByeTnes

IMYHOTOKCHYHICTE

He 3acTocoByeTbes

TOCTIDKEHHS MEXAHI3MIB il

He 3acTocoByeTtnes

ITiKapchKa 3alIeKHICTh

He 3actocoByeTbes

TOKCHUYHICTE MeTabOIITIB

He 3acrocoByernes

TOKCHYHICTEH JOMILIOK

He 3acTocoByeThest

iHe

He 3acrocoryernes

5. BHCHOBKH 111010 JOKIIHIYHOTO
BHBYECHHS

Jlikapcekuit 3aci®, sxkuii MM mogaeMo Ui
OTPUMAHHS  PEECTPANIHHOrO  ITOCBITYEHHS €
reHEpHYHHM  JIKAPCEKHUM  3ac000M  eKBi-
BJICHTHUM JikapchkoMmy 3acoby Ponedin 1 r,
MOPOINOK /Ui PO3YMHY 171 1H €Ki Ta indy3ii,
AKHH Mae akTyadbHY PEeeECTpaiiio KOMIaHIco
Roche Products Limited, 1 mae taxuil cammuii
AKICHHH Ta KUTBKICHME — CKIa) — aKTHBHOT
pedoBHHH, 10 # pebepeHTHHI iKapChKMii
3acid.

3assBHUK (BIACHUK
peecTpauiifnoro

I

TIOCBi/TYEHHS)

%Oeg%wazim\z’.%=

(I.1.B.)




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 Ceftriaxone, powder for solution for injection o
available - registration certificate number): | infusion 1 g

1) type of medicinal product for which Generic drug. Single component
registration has been conducted or planned

2) conducted studies ves NO  ifno justify

The product meets the requirements of a generic
medicinal products as defined in Article 10.1 (a)
(iit) 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
: NA
2) secondary pharmacodynamics
N
3) safety pharmacology A
- : NA
4) pharmacodynamics interactions
3. Pharmacokinetics:
NA

1) analytical methods and reports on their
validation




NA

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

2) absorption
3) distribution Na
; NA
4) metabolism
8} elminntion B
e A N
6) pharmacokinetic interactions .
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
1) single dose toxicity NA
P N
2) repeated dose toxicity A
- NA
3) genotoxicity:
in vitro
b e ' i NA
in vivo (including additional assessment on
toxicokinetics)
.. NA
4) cancerogenicity:
; NA
Long-term studies
; ; : 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
g NA
embryotoxicity
. 3 NA
Prenatal and postnatal toxicity
NA




NA

6) local tolerability
- ) , NA

7) additional toxicity studies:

. ) R NA
antigenicity (formation of antibodies)
; s NA
immunotoxicity
Study of mechanisms of action L

N

Drug dependence N8
Metabolite toxicity B4
: . " NA
impurity toxicity
other wa

5. Conclusions regarding preclinical study | The product we are applying for the grant of
marketing authorization is the generic equivalent
to Rocephin 1 g Powder for solution for injection
or infusion, as the currently authorized Roche
Products Limited, and having the same qualitative
and quantitative composition in terms of active
substance as the reference product.

Applicant (marketing
authorization holder) i
F e Qt I‘(‘i [V dl B

(Name)




