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):

Pantoprazole. powder for solution for injection
40 mg

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

Generic drug. Single component

2) conducted studies

NO

ves 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.

1) analytical methods and reports on their
validation

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




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
oY elicnation F
T : NA
6) pharmacokinetic interactions
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
. L NA
1) single dose toxicity
- A
2) repeated dose toxicity N
- NA
3) genotoxicity:
in vitro
| : . M NA
in vivo (including additional assessment on
toxicokinetics)
s NA
4) cancerogenicity:
Long-term studies NA
; : : NA
Short-term studies or medium-term studies
Additional studies &
5 NA
5) reproductive and developmental
toxicity:
- NA
Effect on fertility and early embryonal
development
Ak N
embryotoxicity NA
;s NA
Prenatal and postnatal toxicity :
NA




NA

6) local tolerability
5 v ; NA

7) additional toxicity studies:

e . - NA
antigenicity (formation of antibodies)
; iz NA
immunotoxicity
Study of mechanisms of action A
Drug dependence e
Metabolite toxicity NA
; 2 - NA
impurity toxicity
other s

5. Conclusions regarding preclinical study

The product we are applying for the grant of
marketing authorization is the generic equivalent
to Pantozol 40 mg powder for solution for
injection, as the currently authorized Takeda
Nederland B.V. and having the same qualitative
and quantitative composition in terms of active
substance as the reference product.

Applicant (marketing
authorization holder)
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Jo Ilopaaxy mpoBeneHHs eKCIIEPTU3H
peecTpaliifHuX MaTepiatiB Ha JIiKapChKi
3aco0H, 1110 TOTAIOTECA Ha JEPIKABHY
peecTpalliro (IepepeecTpaiiro), a TaKoxK
EKCIIEPTHU3H MaTepialiB Ipo BHECEHHS
3MiH JI0 peECTPALifHUX MaTepialis
IIPOTATOM Jii peecTpaltiiHoro
IIOCBIqYEHHS

(myHkr 4 pozainy IV)

3BIT

NPo JOKJIHIYHI JOCTiKeH

1. Ha3pa nmikapcbkoro 3aco0y (3a
HAsBHOCTI - HOMEp peecTpaniiHoro
MOCBITYSHHS )

[anTonpa3zoun, HOpONIOK T PO3UHHY JUis
inexmiit no 40.0 mr

1) Tun mikapebKoro 3acofy, 3a SKuM
nposoauacs abo MIaHyeTbes

peecTparis

['enepuunmii nikapcekuii 3acio.
OXHOKOMITOHEHTHHH,

2) IpoBe/ieHi TOCIiIKeHHS

TaK Hi  sgxmo Hi, o0rpyHTYBaTH

Jlikapcpknit 3aci® BiANoOBiae BAMOraM INOJIO
IEHEPUYHOI0 TIKapehKoro 3acoly, sk 3a3HaAUEHO
y crarti 10.1 (a) (iii) Jupexrasu 2001/83 / €C 3i
3MIHAMH, OCKIJIBKH BiH Ma€ OJHAKOBUM SKICHMIH
T KUIBKICHHH CKJIAJ{ AKTHBHOT PEYOBHHH, 1110 H
pedepeHTHHH Hikapebkuii  3acib,  0JHAKOBY
(Gopmy mosyBaHHs, MmO H Yy pedepeHTHOro
JUKApCHKOro 3acoly, AOKIIHIYHI JOCTIDKEHHS
HE MPOBOJIMITHCE,

2. ®apMakosioris:

He 3acrocoByerbes

1) nepeunHa papmakouHaMiKa

He 3acrocoByernest

2) BTOpHHHA (hapMaKoIHHaMiKa

He 3acrocoByeThes

3) dbapMakoorisa 6e3mexu

He 3actocosyernes

4) bapmakoauHaMiyHi B3aeMomil

He 3actocoByerhes

3. @apMakoKiHETHKA:




1) aHATITHYHI METOIMKH Ta 3BiTH HI0/10
ix Baumimarii

He 3acrocoByerses

2) BCMOKTYBaHHS

He 3acTocoByeThes

3) po3noin

He 3acTocoByeThes

4) MeTaboTi3M

He 3actocoByeThes

5) BUBEICHHS

He 3actocoByerbes

6) hapMakoKiHeTHYHi B3acMOil
(JTOKITIHIYHI)

He 3actocoByernhes

7) i1 papMaKOKiHETHYIHI JOCTiKECHHS

He 3actocoByeTnhes

4. Toxcukonoris:

1) TOKCHYHICTD ¥ pa3i 0JHOPa30BOIo
BBE/ICHHS

He 3actocoByetbes

2) TOKCHYHICTh Y pa3i MOBTOPHUX
BBE/ICHB

He 3actocoByeTnes

3) reHOTOKCHYHICTE:
in vitro

He 3acrocoByeThest

N Vivo (BKJIFOYAKOYH JOJATKOBY OIIHKY 3
TOKCUKOKIHETHKH )

He 3acrocoByeThes

4) KaHIIEPOr'€HHICTh:

He 3acTocoByeThes

UIOBIOCTPOKOBI JTOCITIIKEHHS

He 3actocoByeThCs

KOPOTKOCTPOKORI JIOCITIIDKEHHS
a00 JIOCIIi/IKEHHS CepeHbOI TPHBATIOCTI

He 3acTocoByeThes

ITOMATKOBI TOCITIKEHHS

He 3acrocoByeThesi

5) perpoyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIUB HAa PO3BUTOK
[I0OTOMCTBA!

He 3acTocoByeThes

BILIMB Ha (DEPTUIBHICTG i paHHi#
eMOpIOHATBHHI PO3BHTOK

He 3acTocoByeThest

eMOPiIOTOKCHYHICTE

He 3actocoByerhes




MpeHaTalbHA 1 IOCTHATAILHA
TOKCHYHICTE

He 3acrocopyernes

NOCTIDKEHHS, IIPH SIKUX [penapar
YBOIHUTBCS MOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/a00 OLHIOETHCS BiylalieHa
st

He 3acrocoByeThes

6) MicIleBa NEPEHOCHMICTE

He 3acrocoByerses

7) MOJATKOBI JIOCIIKEHHS TOKCHYHOCTI;

He 3actocoByerhes

AHTUTEHHICTH (YTBOPEHHS AHTHTLN)

He 3actocoByeThes

IMYHOTOKCHYHICTE

He 3acTocoByeThes

TOCTIDKEHHA MEXAHI3MIB il

He 3acTocoByeThes

ITiKapchKa 3a1e)KHICTh

He 3acrocoByeTnes

TOKCHYHICTH META00JIITIB

He 3acrocoByerbes

TOKCHYHICTE JTOMIIIOK

He 3acTocoByernes

1HIIE

He 3actocoByerhes

5. BUCHOBKH 111010 JOKJIIHIYHOTO
BHBYCHHS

Jlikapcekui  3acib, sKMH MM HOgaeMo Ui
OTPUMAHHS  pecCTPaIifiHoro IMOCBIIMEHHS €
FeHePHYHHM  JHKapchkuM  3acoboM  eKBi-
BAJICHTHUM Jlikapcbkomy 3acoby  Ilanroszoun
40 Mr, TOPOWIOK JUIS PO3YHHY AJS iH €KL,
KU Mae aKTyallbHY PpeeCTpaliio KOMIaHieo
Takeda Nederland B.V., i Mae taku¥i camnii
AKICHHH  Ta  KINBbKICHMH  CKIlaJ  aKkTHBHOI
pedoBHHM, 10 i pedepeHTHHI NiKAPCHKAMI
3aci0.

3asgBHUK (BJIaCHUK
peecTpaniiHoro

MTOCBITUCHHS )




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):

Pantoprazole, powder for solution for injection
40 mg

2. Applicant

M.BIOTECH LIMITED

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

3. Manufacturer

Hainan Poly Pharm Co., Ltd.

Guilinyang Economic Development Area, Haikou,
Hainan Province, 571127, China

4. Conducted studies:

yes NO

NO  if no justify

As the Note for Guidance on the investigation of
bicavailability and bioequivalence (CPMP/EWP/
QWP/1401/98-Rev.01)  states.  bioequivalence
studies are not required since Pantoprazole, powder
for solution for injection 40 mg 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
Pantozol 40 mg powder for solution for injection, as
the currently authorized by Takeda Nederland B.V..
and having the same qualitative and quantitative
composition in terms of active substance as the
reference product.

Applicant (marketing
authorization holder)
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1o Iopsnky nmpoBe/ieHHS eKCIIEPTH3H
peecTpaiiHuX MaTepianiB Ha TiKapChKi
3aco0H, 110 TIOJAFOTECS Ha ICPIKABHY
peecTpaltiio (mepepeecTpaiiio), a TaKoxK
CKCIIEPTU3M MaTepialliB IPO BHECEHHS
3MiH JI0 peecTpalifHuX MaTepiasis
HPOTArOM JIii peecTpauiftHoro
HOCBITIEHHS

(nyHKT 4 pozminy IV)

3BIT

Npo KJIiHiYHe BUNPOOYBaAHHS

1. Ha3ga nikapcekoro 3acody (3a
HasBHOCTI - HOMEP PeecTpariiHoro
MOCBITYEHHS)

[anTonpaso.1, MOPOINOK U1 PO3UHHY /sl iH €KIliH
110 40,0 mr

2. 3asBHUK M.BIOTEK JIMITE/]
I'nexcroyn Xays, 77-79 Xait Crpir. Eram TB20 9T'H,
Cyppeii, Besmka bputanis

3. Bupoouuk Xaiinans [Moai @apm Ko., JIta.

I'yitninesn Exonomik Jleseronvent Apea, Xaiikoy,
Xatinans [posine, 571127, Kuraii

4. IlpoBeneni OCITiIKeHHS:

tak Hi  sxmo Hi, o0rpyHTYBaTH

BigmoBigzHO 10 MONOKEHb  KepiBHUUTBA 3
JocayvkenHs OiogocTynHocTi Ta 6l0eKBiBAIEHTHOCTI
(CPMP/EWP/ QWP/1401/98-Rev.01), nocnimkeHns 3
OIOCKBIBAIEGHTHOCTI HE BUMAraioThCs, OCKLIbKH
nikapesknit  3aci®  [lantompazon. mnopomox s
posunHy Juis iH ekl 1o 40,0 Mr BBOAHTHCS Y BUTIISTL
BOJAHOIO BHYTPIIIHBOBEHHOIO PO3YMHY, [HO MICTHTEH
IICHTHYHY aKTHBHY PEUOBHHY B TiH e KOHIIEHTpaIlii,
110 i peepeHTHHHE JiKapChKHHM 3acio.

1) Tun nikapcepKoro 3aco0y, 3a SKUM
[IPOBOJIMIIACS a00 TUIAHYEThCS
[peecTpartis

I'enepnunuii nikapepkuid 3aci0. OJHOKOMIIOHEHTHHH.

5. IloBHA Ha3Ba KIiHIYHOTO
BHIIPOOYBAHHS, KOJIOBAHHH HOMEp
KJTIHIYHOTO BHIIPOOYBaHHs

He 3actocoByerhes

6. ®aza KIIHIYHOTO BHIIPOOYBAHHS

He 3acrocoByernes

7. Ilepion mpoBeIeHHS! KIIIHIYHOTO
BUIIPOOYBaHHsA

He 3actocoByeTnes




8. Kpaiuu, 1e npoBOIMIOCS KITiHIYHE
BHIIPOOYBaHHS

He 3acrocoByerhes

0. KistbKicTh 10CHIKYBaHHX

He 3acrocosyernes:

10. MeTa Ta BTOpHHHI I{iJTi
KJIIHIYHOTO BHIIPOOYBaHHs

He 3acrocoByerhes

11. Jluzaiin KIiHIYHOTO
BHIIPOOYBaHHS

He 3actocoByerhes

12. OcHOBHI KpuTepil BKIIIOYSHHS

He 3acrocoByerhes

13. NocnimxyBanuii nikapcbKuit
3aci0, crocib 3actocyBamHst, CHila JIil

He 3acrocoByeTthest

14. Ilpenapat nopiBHSHHS, 1034,
croci0 3acTocyBaHHS, CHIIA Jil

He 3acrocoByerbes

15. CynyTHa Tepamis

He 3actocoByeThes

16. Kputepii oninku eQekTHBHOCTI

He 3acTocoByeThest

17. Kputepii oninku Oe3rexu

He 3actocoByeTbes

18. CrarucTiydi MmeToau

He 3acrocoByeTnes

19. lemorpadiuHi MOKa3HUKH
TOCITiHKYBaHOT MOyl (CTaTh,
BiK, paca, TOIIO)

He 3acTocoByerhest

20. PesynpTat epeKTHBHOCTI

He 3actocoByeThest

21. PesynpTaru Oe3meku

He 3acTocoByeThCs

22. BUCHOBOK (3aKITIOYCHHS )

Jlikapepkuit 3aci0, skl MH 10Ja€EMO UTS OTPUMAHHS
peecTpaliifHOro  TMOCBIMEHHS €  IEHePUYHHM
JTKapehKUM 3aco00M  eKBIBAJIIGHTHHM JTIKapChBKOMY
3aco0y llanTo30: 40,0 Mr, OpOLIOK /i PO3UHHY st
iH'eKmiif, gkuit Mae  akTyaibHy — peecTpariiio
xommanicio Takeda Nederland B.V., i mae rtakuii
CaMMH SKICHUH Ta KUIBKICHMH CKJIa7 aKTHBHOI
PEUOBHHHU, 110 i pedepenTunii JikapchKuid 3acio.

3asiBHUK (BJIACHUK
PEECTPaIlifHOTO MOCBITYCHHS)




