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Annex 29

to the Procedure of registration materials examination of medicinal products,
submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials
during the validity of the registration certificate

(art. 4, section IV)

Preclinical research report

1. Name of medicinal product (if available — Paracetamol Baxter 10 mg/mL solution for infusion
number of registration certificate):

1) the type of medicinal product for which the Generic medicinal product.
registration was made or planned

2) the undertaken study: o yes o no ifnotexplain

The Baxter manufactured product formulation is
essentially similar as that of the innovator’s product
i.e., Perfalgan 10 mg/mL solution for infusion
(Bristol-Myers Squibb). Impurities present in
Baxter’s Paracetamol 10 mg/ml solution for infusion
are in compliance with ICH Q3B.

According to Article 10 (1) of Directive 2001/83/EC
the applicant is not required to provide the results of
pre-clinical tests and clinical trials if applicant can
demonstrate that the medicinal product is a generic
medicinal product of a reference medicinal product.
Considering a generic application, no preclinical
studies have been performed for a said formulation.

2. Pharmacology:

1) primary pharmacodynamics N/A
2) secondary pharmacodynamics N/A
3) safety pharmacology N/A
4) pharmacodynamic interactions N/A

3. Pharmacokinetics:

H.B.KIHA



1) analytical methods and reports concerning
their validation

2) absorption

3) distribution

4) metabolism

5) excretion

6) pharmacokinetic interactions (preclinical)
7) other pharmacokinetic studies

4. Toxicology:

1) single-dose toxicity

2) toxicity in case of repeated injections
3) genotoxicity:

in vitro

in vivo (including additional toxicokinetic
assessment)

4) carcinogenicity:

long-term studies

short-term or medium-term studies

additional research

5) reproductive toxicity and toxic effects on
offspring development:

impact on fertility and early embryonic
development

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A
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embryotoxicity N/A
prenatal and postnatal toxicity N/A

studies in which the medicine is administered N/A
to offspring (non-mature animals) and/or

6) local tolerability N/A
7) additional toxicity studies: N/A
antigenicity (antibody formation) N/A
immunotoxicity N/A
study of mechanisms of action N/A
drug dependance N/A
metabolite toxicity N/A
toxicity of impurities N/A
other N/A
5. Conclusions on preclinical study N/A

Applicant (holder of _ " ;
registration (signature) . by Dr. Sharad

certificate) Sharad sharma
—Date:2022.66:06—

(Name) Sharma 15:02:00 +05'30'




UUDUUJ

JHomatok 29

no Ilopsaxy npoBeIeHHS €KCIIEPTU3H
peecTpaliifHIX MaTepiaiiB Ha JTiKapChKi
3aco0H, 10 MOAAIOThECS Ha AepiKaBHY
peecTparliio (epepeecTpaliito), a TaKoX
eKCTIepPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peECTpAIlifHIX MaTepiajiB
IPOTSTOM Aii peecTpaniifHoro

[MOCBiqYEHHS
(myHkT 4 po3niny IV)
3BIT
PO AOKJIHIYHI J0CaizKeHHS
1. Ha3pa mikapcekoro 3acoQy (3a
HAfBHOCTI - HOMEp peecTpaliiiHoro [Tapaneramon bakcrep, 10 mr/m, po3uus ams iHdy3iit
MOCBITYEHHS):
1) Tum nikapchkoro 3aco0y, 3a skuM || ['eHepuuHmii nikapcekuit 3acid
poBouIacs a00 MIaHY€ETHCS
peecTpanis
2) mpoBeeHI TOCTIIKEHHS C Tax 1 Hi SIKITIO Hi, OOTpYHTYBaTH

Ckuan nikapeskoro 3aco0y BHpOOHHITBa Komnasii bBakcrep, mo cyTi, € aHaJIONIYHHM CKIany
OpHT'iHAJIBHOTO JliKapchkoro 3aco0y, Ttobto Ilepdanran 10 mr/miu, po3uuH ana ingy3ii (Bristol-Myers
Squibb). JTomimku, HasiBHI B JikapcekoMy 3aco0i [Tapaneramost 10 mr/mi, po3uuH Juid iHQy3ii, koMnaHii
bakcrep, Bianosinarote Bumoram ICH Q3B.

3rigno 31 crarrero 10 (1) Jupextuu 2001/83/EC 3asiBHUK He 3000B’si3aHUM HaJaBaTH pe3ylbTaTd
JOKJTHIYHMX JTOCHIPKEHb Ta KIIHIYHUX BUIPOOYBaHb, SKIIO BiH MOXE IPOJEMOHCTPYBATH, 10 JIKapChbKHH
3aci0 € reHepHYHHM JiKapcChKUM 3acoboM /10 pedepeHTHOro nikapchkoro 3aco0y. BpaxoByioun mojaHHs
3asIBH Ha PEECTPAIlil0 FeHEPHYHOTO JIKapChKOTro 3aco0y, JOKIIHIUHI JOCIIKEHHs 3a3Ha4EHOT'0 JIIKapChKOTo
3aco0y He MPOBOIUITHCS.

2. dapmakooris: Il |
1) nepBuHHA (hapMaKoJHHAMIKA He 3acTocoBHe
2) BropuHHa (papMaKoIUHAMIKa He 3acTocoBHe
3) papmakororis 6e3nexu He 3actocoBHe I
4) hapmMakonMHAMIYHI B3a€MOIIT ” He 3actocoBne

‘3. (dapmakoKiHeTHKA:

1) aHamiTHYHI METOIMKH Ta 3BiTH He 3acTocoBHe

00 1X BaTIgaIl

|2) BCMOKTYBaHHS || He 3acTocoBHe |
13) posnoain | He sactocosne |
\4) MeTadoIi3M H He 3acTocorHe |
IS) BUBEJICHHS ” He 3acTocoBHE 1

6) papmakoxiHeTHUHi B3a€MO/I1

e He 3actocoBue
(TOKITIHIYHI)

7) i1 GapMakoOKIHETHYH]

[ o He 3actocoBHe

| 4. ToxcukoJoris:
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1) TOKCHYHICTE Y pa3i 0JHOPa30BOIro
BBEJICHHS

He 3actocoBue

2) TOKCHYHICTD Y pa3i MOBTOPHHX
BBEJIEHb

He 3actocoBue

3) reHOTOKCHYHICTD:

1n vitro

He 3acTocoBHe

in vivo (BKJIIOYAIOYH JOJATKOBY
OIIiHKY 3 TOKCHKOKIHETHKH)

He 3actocoBre

|4) KaHI[EPOTCHHICTE!

|LHe 3aCTOCOBHE

|,Z[0BI‘OCTp0KOBi MOCHIKEHHAS

| He 3acTocosme

KOPOTKOCTPOKOBI JOCIIIJKEHHS abo
JOCIIIDKEHHS CEPEIHBOI TPHBAIOCTI

He 3actocosne

JI0JIaTKOBI 10CITi IKEHHS

| He 3acrocosne

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCUYHMIA BIIMB HA PO3BUTOK
[IOTOMCTBA:

He 3actocoBue

BILTHB Ha (DepTUIBHICTE i paHHi#
eMOpioHATBEHUI PO3BUTOK

He 3acTocoBue

|eM6piOT0KCHquCTb

He 3acTocoBue

NpeHaTaabHa i IoCTHATAIBHA
TOKCHYHICTH

He 3actocoBHe

TOCITiIKEHHS, TIPHU SIKUX IIperapar
YBOJUTELCH IIOTOMCTBY
(HecTaTeBO3piIMM TBapHHaM) Ta/abo
OIIHIOETHCSA BiImancHa is

He 3actocoBHe

6) micuepa mepenocuMicTs

|| He 3acTocoBHE

7) 10JaTKOBI JOCTiIKEHHS
TOKCHYHOCTI:

He 3acTocoBHe

AHTUTEHHICTh (YTBOPEHHS aHTHTLI)

|| He 3acTocoBHe

IMYHOTOKCHYHICTE

|rHe 3aCTOCOBHE

’E)CHilI}KGHHSI MEXaHi3MIB i1

H He 3acTocoBHe

ImiKkapchka 3a1exHicTs

| He 3actocosne

|TOKCHquCTb MeTadoIIiTIB

" He 3acTocoBHe

|T0ch1quCTf> JOMIIIIOK

He 3acTocoBue

limmme

He 3acTocoBue

5. BHCHOBKH OO JOKIIHIYHOTO
BHBUEHHS

He 3acTocoBue

3asiBHUK

(BITACHHMK peECTPaIlifHOro MOCBIIYSHHS)

pprodene

(migmmc)

ﬂ‘P Sharad Sharmaﬂu- i? :

Kitaypic

ol 0A
AocropipyicTy

(im’st Ta TIPI3BAMI)E [ /1A 1Y 3ACH)]
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Annex 30

to the Procedure of registration materials examination of medicinal products,

submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials

during the validity of the registration certificate
(art. 4, section I'V)

Clinical research report

1. Name of medicinal product (if available — number Paracetamol Baxter 10 mg/mL solution for

of registration certificate):

2. The applicant

3. Manufacturer

4. the undertaken study:

1) the type of medicinal product for which the
registration was made or planned

5. Full name of clinical research, coded number of
clinical research

6. Phase of clinical research

infusion

Baxter Holding B.V.
Kobaltweg 49,
3542 CE Utrecht, Nederland

Bieffe Medital S.P.A
Via Nuova Provinciale
23034-Grosotto (SO), Italy

o yes o no if not explain

The Baxter =~ manufactured product
formulation contains the same clinical
indications, active substance, strength, dosage
form, posology and method/route of
administration as that of the innovator’s
product i.e., Perfalgan 10 mg/mL solution for
infusion (Bristol-Myers Squibb).

According to Article 10 (1) of Directive
2001/83/EC, the applicant is not required to
provide the results of clinical tests and clinical
trials if applicant can demonstrate that the
medicinal product is a generic medicinal
product of a reference medicinal product.
Considering a generic application, no clinical
studies have been performed for a said
formulation.

Generic Medicinal Product (analgeic/anti-
pyretic)

N/A

N/A




7. Time frame of clinical research

8. Countries where the clinical research was
conducted

9. The number of persons under investigation:

10. Purpose and secondary objectives of the clinical
research

11. Clinical research design

12. Main inclusion criteria

13. Test medicinal product, method of
administration, efficiency

14. Reference substance, dose, method of
administration, efficiency

15. Concomitant therapy

16. Efficacy evaluation criteria

17. Safety assessment criteria

18. Statistical methods

19. Demographic indicators of the population study
(gender, age, race, etc.)

20. Efficiency results

21. Safety results

22. Conclusion (evaluation)

Digitally signed by Lucas

Applicant (holder of Lucas Peterson feteron

Date: 2022 06,06 19:48:02 -07'00" (Slgnature)

u000Us

N/A

N/A

planned: N/A
actual: N/A

N/A

N/A
N/A

N/A
N/A

N/A
N/A
N/A
N/A

N/A

N/A
N/A

N/A

registration certificate) | o o

(Name)

L laeHTHGiKaL i K

= 3800259k




uo0C002

Honarok 30

10 TopAaky npoBeIeHHS €KCIIEPTHU3H
peecTpaniifHuX MaTepianiB Ha JiKapchbKi 3aco0H,
1110 [T0JJAIOTHCS Ha JIEPXKABHY

peecTpalliio (epepeecTpaitiio), a TaKoK
eKCIIePTH3U MaTepialiB PO BHECEHHA

3MiH JIO0 peECTpalliifHuX MaTepiaiiB

IPOTATOM [ii peecTpaiiifHoro

NOCBITUEHHS (MTyHKT 4 po3auty 1V)

3BIT
Npo KJIiHiYHe BUNPOOYBaHHS

1. Ha3Ba nikapcbkoro 3aco0y (3a HasBHOCTI - m : e
- i apaueramon bakcrep, 10 Mr/mi, po3uuH s iHdYy3ii
HOMeEp peecTpauiifHoro MocRiAYEHHs)
bakctep Xonnaiur bi.Bi.
2. 3asBHUK KobansTBer 49,
3542 CE YrpexT, Hinepnaanau
biedhde Meaitan C.ITL.A
3. BupobHuk Bia Hyoga [1poBinuiane
23034-Tpocorro (CO), Itanis
4. IlpoBeaeHi DOCTiHKEHHA: Z  Tak I Hi AKIIO Hi, 0OIpYHTYBaTH

JlikapchKuii 3aci6 BUpoOHKIITBA KOMIaHii BakcTep mMae Ti caMi KIiHIUHI MOKa3aHHA, 4104y pEYOBHHY, CUITY
1iT, TiKapchKy (OpMy, PeXkHM J03yBaHHs Ta CrociO/IIsX BBeIEHHS, IO i opuriHaabHU JTikapehbKuit 3acib,
to6to [Tepdanran 10 Mr/ma, pozuuH s iHpys3iii (Bristol-Myers Squibb).

3rigHo 3i crarreto 10 (1) Jupexktusu 2001/83/EC 3asBHMK He 3000B’A3aHMI HajaBaTH pe3yibTaTH
KJIIHIYHUX TeCTiB Ta KIiHIYHUX BUMPoOYyBaHb, AKIIO BiH MOKE MPOJAEMOHCTPYBATH, 110 JliKapchbKuii 3aci €
reHepUYHHM JTIKAPCHKUM 3ac000M 10 pedepeHTHOro Jikapcbkoro 3aco0y. BpaxoBytoun nogaHHs 3asgBH Ha
pEECTpaLlil0 FeHEPUYHOrO JIiKapchKoro 3aco0y, JOKIHIUHI JOCTIIKEHHS 3a3HAYE€HOr0 JiKapebKoro 3acolby
He MPOBO/IUIIHCS.

1) Tvn nikapcbkoro 3acody, 3a AKMM ['eHepHyHUiA NiKapchKUi 3acib
MpoBoAMIacs abo MIaHyEThCs peecTpaLlis (3He00.TI0BaIbHUIH/ KapPO3HHIKYBaIbHHIA 3aci0)

5. IloBHa Ha3Ba KJIHIYHOIO BUNIPOOYBaHHS, He 3acTocoBHe

KOJIOBaHWK HOMEp KJIiHIYHOTO BUIIPOOYBaHHA

6. ®asa K1iHiuHOrO BUNPOOYBaHHs | He 3actocosne

7. llepion npoBeseHHs KJIiHIYHOTO He 3acTocoBHe

BUITPOOYBaHHSA
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8. Kpaiuu, 1e npoBOAMIIOCH KITiHIUHE
BUNPOOYBaHHA

He 3acTocoBHE

9. KineKicTh 1oCHiKyBaHUX

3annanoeana: He 3acTocoBHe
daktryna: He 3acTocoBHE

10. Mera Ta BTOPHMHHI LiJi KJIiHIYHOIO
BUINPOOYBaHHS

He 3acrocoBHe

11, JTuzaiin KniHiuHOTO BUNpoOYBaHHS

He 3acTocoBHe

[12. OcHOBHi KpHTEpii BKIIOYEHHs!

He 3acTtocoBHe

13. TocnimpKkyBanuii Jikapebkuii 3acid, cnocib
3aCTOCYBaHHA, cua il

He 3acTtocoBHe

14. Tpenapat MopiBHAHH, 034, CIIOCIO
3aCTOCYBaHHs, cuia Ail

He 3acTocoBrHe

15. CynyTHs Tepanis

He 3actocoBHe

16. Kpurepii oLiHKu eeKTHBHOCTI

He 3actocoBHe

17. Kputepii oLiiHKu 6e3meKku

He 3acrocoBHe

18. CTaTHCTHYHI METO/IU

He 3acrocoBHe

19. TemorpadiuHi MOKa3HUKH J0CIIIXKYBaHOT
nomyJsuiil (cTarh, BiK, paca, TOLLO)

He 3actocoBHe

20. PesynbtaTu e(heKTHBHOCTI

He 3acTtocoBHe

21. Pesynbraru Ge3nexku

He 3actocoBHe

22. BUCHOBOK (3aKJIFOUEHHA)

He 3acTtocoBHe

3asBHUK (BJIACHUK peecTpaLiitHoro
MOCBiqUEHHS)

(miamuc)

Lucas Peterson

'l Ta Mpi3BHULIE)
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