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HPRA Guide to Interchangeable Medicines

Table 1: Criteria for interchangeable medicines

CRITERION | TITLE DESCRIPTION CRITERION | TITLE DESCRIPTION

using bioavailability data. Waivers to the provision of

1 Qualitative and Qualitative and quantitative composition of active : e ' -
quantitative substances must be the same. As outlined in the bioavailability data are permitted under certain
composition Directive 2001/83/EC, Article 10.2, in the context of crcumstances.

Medicines will not be considered interchangeable
where there is a difference in bioavailability which is
clinically significant in terms of efficacy. Guidance on
bioequivalence is listed at the end of this guide'®=,

generic medicines, the different salts, esters, ethers,
isomers, mixtures of isomers, complexes or derivatives
of an active substance shall be considered to be the
same active substance, unless they differ significantly

in properties with regard to safety and/or efficacy. 5 Number of active Only medicines with two or less active substances can
2 Pharmaceutical Pharmaceutical form must be the same or similar and substances be included.
form suitable for interchangeability. As per Directive & Medical device Products where the medical device for administration
2001/83/EC, in the context of generic medicines, of the medicine, if any, has significantly different
Article 10.2, the various immediate-release oral instructions for wuse will not be considered
pharmaceutical forms shall be considered to be one interchangeable.
and the same pharmaceutical form e.g. tablets and 7 Biologicals Biological medicines are excluded.
capsules. 8 Safe substitution Products will not be considered interchangeable if
3 Route of Route of administration must be the same. they cannot be safely substituted. This will be decided
administration on a case-by-case basis.
4 Bioavailability An authorised generic medicine has demonstrated Examples include some narrow therapeutic range
bioequivalence with the relevant reference medicine medicines: defined as minimal difference between

benefit and risk.
Some modified release?® or transdermal products®: with
different posology.
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Comments on the List of Substitutable Medicinal Products

(/) LAKEMEDELSVERKET Utbytbara lskemedel
\ Substitutable Medicinal Products
Datum for ikrafttradande: 2019-06-28

What products are on the list?
The list includes product groups where the MPA has made a decision regarding substitution. plus

parallel distributed products.

How has the list been drawn up?

The Medical Products Agency approves all medicinal products. including generics and parallel
imported products, with regard to their quality, safety and efficacy. The basic principles for
substitution are that the products have the same active substance in the same amount and are

otherwise medically equivalent.

The Summanes of Product Characteristics (SPCs) and Product Information Leaflets (PILs) can
differ between the oniginal and genenc products. This 1s because medicinal products are
approved across the EU. and within the EU there are different opimions as to the form of this
information. A generic product often has more limited indications (the lowest common
denominator) and more contra-indications and warnings (the sum of all such indications and
warmings from all EU member states) than the original product. This 15 not a medical problem.
The products contain the same active substance in the same amount and are medically equivalent
and when drawing up the list, these differences in information have not been considered except
in special circumstances. Informational differences that can prevent substitution can occur only
when differences i indications cause significant differences in the precautions text. Naturally,
good communication between the doctor and patient regarding substitution 1s important.
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| Master List of all Interchangeable Lists |

Please Note
If a patient has any questions about a medicine they are taking they should contact their doctor or pharmacist.

Interchangeable List Atorvastatin
IC0001-002-003 10mg Film-coated Tablets
Products on List: 16

Date Last Updated: Wednesday, May 8, 2019

Licence Number Trade Name Licence Holder  Strength Dosage Form

PADT11M80/001 Atorvas 10 mg Film- Rowex Ltd 10mg Film-coated Tablets
Coated Tablets

PA1339/031/001 Atorvastatin 10 mg Wockhardt UK Limited [10mg Film-coated Tablets
Film-Coated Tableis

PA1380/017/001 Atorvastatin 10 mg film- | Actavis Group PTC ehf [10mg Film-coated Tablets
coated tablets

PA2261/004/001 Atorvastatin 10 mg film- | Dexcel Pharma GmbH [10mg Film-coated Tablets
coated tablets

PA2315M95/001 Atorvastatin 10 mag Accord Healthcare 10ma Film-coated Tablets
Film-coated tablets Ireland Ltd.

PA2050/003/001 Atorvastatin 10mg film- |Sun Pharmaceutical 10mg Film-coated Tablets
coated tablets Industries Europe B.V.

PA1436/027/001 Atorvastatin Bluefish 10 |Bluefish 10mag Film-coated Tablets
mg Film-coated fablets |Pharmaceuticals AB

PAD126/271/001 Atorvastatin Clonmel 10 | Clonmel Healthcare Ltd |10mg Film-coated Tablets
mg film-coated tablets

PA1832/005/001 Atorvastatin DSM DSM Sinochem 10mg Film-coated Tablets
Sinochem 10 mg film-  |Pharmaceuticals
coated tablets Netherlands B.V.

PA1347/023/001 Atorvastatin Krka 10mg |Krka d.d., Novo mesio |10mg Film-coated Tablets

BM3HAYeHHA reHepu4yHol  3aMiHU

LLiBeuii

Abakavir + lamivudin + zidovudin
Tablett 1

Lakemedelsprodukt

B

ZUTd-Ub-2d

Innehavare el. par.dist.*

Ziagen, 300 mg filmdragerad tablett

TRIZIVIR, 300 mg/150 mgf300 mg filmdragerad tablett PD Paranova Lakemedel AB

TRIZIVIR, 300 mg/150 mgf300 mg filmdragerad tablett Viiv Healthcare BY
Abakavir + lamivudin
Tablett |

| akemedelsprodukt Innehavare el par.dist *
600 mg300 mg Abacavir/Lamivudin Mylan, 600 ma/f300 mg fiimdragerad Mylan AB

tablett

Abacavir/Lamivudine Glenmark, 600 mg/300 mg Glenmark Arzneimittel

filmdragerad tablett GmbH

Abacavir/Lamivudine Medical Valley, 600 mg/300 mg Medical Valley Invest AB,

filmdragerad tablett

Abacavir’Lamivudine Orifarm, 600 mgr300 mg filmdragerad Pl Qrifarm AB

tablett

Abacavir/lLamivudine Sandoz, 600 mgf300 mg filmdragerad Sandoz ASS,

tablett

Ahacavir/Lamivudine STADA, 600 mg/300 mg filmdragerad STADA Arzneimitiel AG

tablett

Abacavir/lLamivudine Teva, 600 mg/300 mg filmdragerad Teva Sweden AB

tablett

Kivexa, 600 mg/300 mg filmdragerad tablett PD Abacus Medicine A/S

Kivexa, 600 mg/300 mg filmdragerad tablett PD Morthern Medical Group

ApS

Kivexa, 600 mg/300 mg filmdragerad tableft FD Qrifarm AB

Kivexa, 600 mg/300 mg filmdragerad tablett PD Paranova Lakemedel AB

Kivexa, 600 mg/300 mg filmdragerad tablett PD Pharmachim AB

Kivexa, 600 mg/300 mg filmdragerad tablett Viiv Healthcare BY
Abakavir
Tablett 1

Ldkemedeisprodukt Innehavare el. par.dist.*
300 mg Ziagen, 300 mg filmdragerad tablett PD  Abacus Medicine &/S

Ziagen, 300 mg filmdragerad tablett PD Crifarm AB

ViV Healthcare BY
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Center

MoH Ukraine
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REPERTOIRE DES GROUPES GENERIQUES

Dénomination commune : ABACAVIE + LAMIVUDINE + ZIDOVTUDINE

ansm Voie orale

Agence natonale de stourité du médicament
ot des produits de ante

Groupe genenigue - ABACAVIR 300 mg + LAMIVUDINE 130 mg + ZIDOVUDINE 300 mg - TRIZIVIE 300 mg |
150 mg / 300 mg, comprime pellicule

Specialites pharmaceutiques Excipients a effet notoire
K TEIZIVIE 300 mg / 150 mg / 300 mg, comprime pelhculs,

VIOV HEALTHCARE UK ,

VIOV HEALTHCARE SAS - RUEIL MATMATSON {exploitant).

G ABACAVIR/LAMIVUDINE ZIDOVTUDINE MYLAN 300 mz/ 150 mag/300
mg, comprime pelliculs,

MYLAN SAS,
MYLAN (exploitant).
' Repertoire Dénomination commune : ABACAVIR (SULFATE D') - ABACAVIR
des medicaments generiques Voie orale
Groupe générique - ABACAVIR (SULFATE D'} équivalant 3 ABACAVIR 300 mg - ABACAVIE 300 mg - ZIAGEN
30 mg, comprime pellicule
Version : Septembre 2019 Specialités pharmaceutiques Excipients a effet notoire
B | ZIAGEN 300 mg, comprimé pelliculs,
VIV HEALTHCARE UK LIMITED,
e VIV HEALTHCARE SAS - RUEIL MAIMAISON (escploitant).
] G | ABACAVIR DENTREG 300 mg, comprimé pelliculé sécable,
/ DEXTREG,
7 Non designe (explottant].
G | ABACAVIE MYLAN 300 mg, comprimé pelliculé sécable,
MYLAN SAS,
MYLAN (exploitant).
G | ABACAVIR SANDOZ 300 mg, comprimeé pelliculé sécable,
SANDOZ.
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Drugid |~ ILa!gemiddeI ~ ILaagemiddeIForm ~ IS‘[yrke - | Mftindehaver - | AtcKode | - IMedicinpriser ~ ISubs’rGrupp ~ IOpda‘[eret -]
26103970406  Pantoprazol "KRKA" enterotabletier 40 mg Krka Sverige AB ADZBCOZ Ja 132 02-06-2019
26104049106 Pantoprazol "Stada" enterctabletier 20 mg Stada Arzneimittel AG AD2BCO2 Ja 2008 02-06-2019
26104049206  Pantoprazol "Stada" enteratabletier 40 mg Stada Arzneimittel AG AD2BCO2 Ja 132 02-05-20149
26104068507  Panrazol enteratabletier 20 mg Actavis Group PTC ehf. AQ2BCO2 Mej 008 02-05-20149
28104068607  Panrazol enterotabletter 40 mg Actavis Group PTC ehf. AQZBCOZ Me| "132 02-0b-20149
28104069407  Pantoprazol "Actavis" enterotabletter 20mg Actavis Group PTC ehf. AQZBCO2 Ja 2208 02-0b-20149
28104069507  Pantoprazol "Actavis" enterotabletier 40 mg Actavis Group PTC ehf. ADZBCO2 Ja 132 02-06-2019
26104204207  Pantoprazol "Takeda" enterotabletier 20mg Takeda Pharma A/S ADZBCOZ Ja 2208 02-06-2019
26104204307  Pantoprazol "TAKEDA" enterctabletier 40 mg Takeda Pharma A/S AD2BCO2 Mej 132 02-0B-20149
26104314608  Pantoprazol "Bluefish” enteratabletier 20 mg Bluefish Pharmaceuticals AB AD2BCO2 Mej 008 02-05-20149
28104314708 Pantoprazol "Bluefish” enteratabletier 40 mg Bluefish Pharmaceuticals AB AD2BCO2 Mg 132 02-06-20149
28104368808  Pantozol enterotabletter 20mg Takeda GmbH AQZBCOZ Me| 2028 02-0b-20149
28104360608  Ulprix enterotabletter 20mg Glenmark Pharmaceuticals s.r.o. AQZBCO2 Ja 2008 02-06-2019
28104360608 Ulprix enterotabletier 40 mg Glenmark Pharmaceuticals sr.o. ADZBCO2 Ja 132 02-06-2019
26104386608 Pantoprazol "Pensa” enterctabletier 20 mg Fensa Pharma AB AD2BCO2 Mej 2008 02-06-2019
26104385708  Pantoprazol "Pensa" enterctabletier 40 mg Fensa Pharma AB ADZBCO2 Mej 132 02-0B-20149
28104450508  Controloc Control enteratabletier 20 mg Takeda GmbH AQ2BCO2 Mej 008 02-05-20149
28104451408 Somac Control enteratabletier 20 mg Takeda GmbH AD2BCO2 Mg 008 02-06-20149
28104461608  Pantoloc Control enterotabletter 20mg Mycomed GmbH AQZBCO2 Me| 2028 02-0b-20149
28104493809  Pantoprazole "Teva'" enterotabletter 20mg Teva BY. AQZBCO2 Ja 2008 02-06-2019
26104493909  Pantoprazole "Teva" enterotabletier 40 mg Teva BW. ADZBCOZ Ja 132 02-06-2019
26104608809  Pantoprazol "Mylan" enterctabletier 20 mg twlan AB AD2BCO2 Mej 2008 02-06-2019
26104608709  Pantoprazol "Mylan" enterctabletier 40 mg bvlan AB AD2BCO2 Mej 132 02-05-20149
28106279513 Pantoprazol "Aurobindo" enteratabletier 20 mg Aurobindo Pharma [Malta) Limited AQ2BCO2 Mej 008 02-05-20149
28106279613 Pantoprazol "Aurcbindo” enterotabletter 40mg Aurobindo Pharma (Malta) Limited AQZBCO2 Me| 132 02-06-2019
28106861616 Pantoprazol "Orion" enterotabletter 20mg Orion Corporation AQZBCO2 Me| 2028 02-0b-20149
28106861716  Pantoprazol "Orion” enterotabletter 40 mg Orion Corporation AQZBCO2 Me| 132 02-06-2019
26101918197 Pantoloc pubver til injektionsvaeske, oplesning 40 mg Takeda Pharma A/S ADZBCOZ Ja 7991 02-06-2019
28106095218  Pantoprazol "2cared” pulver til injektionsvaeske. oplesning 40 mg 2cared ApS AD2BCO2 Ja 7991 02-06-2019
26103588703  Jacoprazole enterokapsler, hirde 15 mg KRKA d.d. Novo mesto AD2BCO3 Mej 2033 02-05-20149
268103712104 Lansoprazol "Mylan" enterokapsler. harde 15 mg Mylan AB AD2BCO3 Ja 033 02-05-20149
28103712204 Lansoprazol "Mylan” enterokapsler. harde 30 mg Mlan AB AQDZBCO3 Mej 978 02-06-2019
28103781205  Lansoprazol "Stada” enterokapsler. harde 1bmg Stada Arzneimittel AG ADZBCO3 Ja 2033 02-0b-20149
28108781305 Lansoprazol "Stada” enterckapsler, harde 30 mg Stada Arzneimittel AG 5978 02-05-2019

N | Vejledning | G_Substitutionsliste | o)

ADZECO3 Ja
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EMA - guideline CPMP/QWP/EWP/1401/98
Rev.1/Corr*¥,
YKpaiHa — HactraHoBa 42-7.1:2016

Haka3s MO3 YkpaiHu Big 23.07.2015 p. N2460 3i 3miHamu

feHepuUYHMM niKapcbKUM 3acobom € NiKapCbKUM
3aci6, wo mae

TaKMM CaMMM AKICHUM Ta KiNbKiCHMA CcKnapg
AIIOYUX PEUYOBMUH i

TaKy camy NikapcbKy dopmy, Wo U pepepeHTHUM
NiKapcbKuu 3acib6,

Ta uuAa 6bGioeKBiBaNeHTHiICTb 3 pedepeHTHUM
NiKapcbKum 3acobom poseaeHa BiANOBIAHUMM
pocnipxeHHAMM 6ioa0CTYNHOCTI
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Title 21 of the Code of Federal Regulations (CFR) -
Applications for fda approval to market a new drug

TepanesmuyHi eksisaneHmMu - Ue 3aTBepPArKeHI NiKapCbKi
npenapaTu, AKi € GapMaLeBTUYHNMM EeKBiBaNeHTaMU, ANA
AKX 6yno npoaemMoHCTpPoBaHO GioeKBiBaNEHTHICTb, i, AK
OYiKYETbCA, BOHW MAaTUMYTb TaKUI XKe KNiHIYHMIA edeKT Ta
npodinb 6e3nekn npu BBEAEHHi MNaljeEHTamM B YMOBaXx,
3a3HaYeHUX Y MapKyBaHHi.

WHO - Quality Assurance of Medicines
Terminology Database - List of Terms and
related guideline
B3aemo3aMiHHUA nikapCcbKnn 3acid — ue
TepaneBTUYHO eKBiBaneHTHUU 40
pedepeHTHOro Nikapcbkoro 3acoby Ta siknn
MOXe 3aMiHKBaTu UOro y MeaunyHin npakTumui

BUKOPUCTAHHSA CJIAMUIIB BE3 TOIOI)KEHHSI ABTOPA 3ABOPOHEHO
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J13, AKi, AK NpaBWNO, He BK/IOYAOTb 40 3aMiHU

Hanpuknag,

npenapaTtu BapBapuHY,
cepuesi rMiko3nam,
aHTUAPUTMIYHI NpenapaTy,
npoTueninenTUYHI NnpenapaTu
IMYHOCYNpeCcaHTu

bionoaibHi /13
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MO3 Yxpaitu . . j_l q) v Iﬂl P MoH Ukraine
010€KBIBaJICHTHICTh
NMOPiBHSUIbHI . NOPiBHAJIbHI NMOPiBHAJIbHI NOPiBHSUIbHI
I IRE dbapmakokiHeTn4 DO I bapmakoaruHaMivHi KJIIHIYHI AOCHIIKEeHHS IN
e€KBiBaJIEHTHICTDH .p . BCK P . . .
HI JOCJIiIKEeHHS HOCJIIIKEHH S HOCJI/I2KeHH S vitro
TBepaa JI® HeramHoro
BHUBIJIbHEHHSl CUCTeMHOI 1il, I  HemocTarHbO JIOCTAaTHbO JOCTaTHbO HEJ0CTATHbO HEJ0CTATHbO HEJI0CTATHHO
a0o III knac 3a BCK
TBepaa JI® HeramHoro
BHUBIJIbHEHHSI CHCTEMHOI Jil, HEJOCTATHBO JIOCTAaTHbO HEJ0CTATHHO HEJ0CTATHbO HEJ0CTATHbO HEJI0CTATHHO
IT a6o IV kaac 3a BCK
TBepAa JI® moaugikoBaHOro
. e HEJ0CTATHHO JIOCTAaTHbO HEJ0CTATHHO HEJ0CTATHbO HEJ0CTATHbO HEJI0CTATHHO
BHUBIJIbHEHHSI CUCTEMHOI il
JIOCTATHBO IPU
HEBUKOHAHI BUMOT
NnepopaJibHi pO34YMHHA JIOCTAaTHbO 10/10 HEJI0CTATHBO HEJ0CTATHbO HEJOCTATHbO HEJI0CTATHBO
dbapmareBTHIHO1
€KBIBAJICHTHICTI
MEPIIUN KPOK -  JIPYTAM KPOK - TPETIN KPOK -
. JOCTAaTHBO MPU  AOCTaTHHO IIPHU JNOCTATHBO MPHU
IHraJsITOpHN . . HEJOCTATHBO HEJO0CTAaTHbO : HEJOCTATHBO
BUKOHAHHI BUMOT BUKOHaHHI1 BUMOT BUKOHAHHI BUMOT [0
JI0 THTQJISTOPIB  JO IHTAISITOPIB IHraJIsATOPiB

COPYRIGHT® A «JEPABHUI EKCMEPTHUM LEEHTP MO3 YKPATHW»

BUKOPUCTAHHSA CJIAMUIIB BE3 TOIOI)KEHHSI ABTOPA 3ABOPOHEHO
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MoH Ukraine

1T 33 ymoswm
BUKOHAHHA BCiX BUMOT
A0 npoueaypu
bioBenBep Ha nigcTasi
BCK
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o e Memantine film-coated tablets 5, 10, 15 and 20 mg, oral solution 5 mg product—specifichf,i,,'“,j;mm

MO3 Ypaihu ) _ ]
bioequivalence guidance

Disclaimer:

This guidance should not be understood as being legally enforceable and is without prejudice to the need to ensure that the data submitted in support of a
marketing authorisation application complies with the appropriate scientific, reqgulatory and legal requirements.

Requirements for bioequivalence demonstration (PKWP)*

BCS Classification*# BCS Class: [ 1 [ 111 [ neither of the two

Background: memantine is a high solubility compound with complete absorption.

Bioequivalence study design single dose
in case @ BCS biowaiver is not feasible or Cross-over
applied

healthy volunteers

[ fasting [] fed [ ] both [] either fasting or fed

** This tentative BCS classification of the drug substance serves to define whether in vivo studies seems to be mandatory (BCS class II and IV) or, on the
contrary, (BCS Class I and III) the Applicant may choose between two options: in wvivo approach or in vitro approach based on a BCS biowaiver. In this latter
case, the BCS classification of the drug substance should be confirmed by the Applicant at the time of submission based on available data (solubility
experiments, literature, etc.). However, a BCS-based biowaiver might not be feasible due to product specific characteristics despite the drug substance being
BCS class I or III (e.g. in vitro dissolution being less than 85 % within 15 min (BCS class III) or 30 min (BCS class I) either for test or reference, or

unacceptable differences in the excipient c:c:rnpu::sitinn}.|
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Liesp Contains Nonbinding Recommendations Guidance on Dexamethasone; Tobramyein Center
M03 YKpa“'u Guidance on Pregaba]j_n H[IH Ukrall'lﬂ
— —— - — This draft pwidance, when finalized. will represent the current thinking of the Food and Dmg
This guidance represents the Food and Drug Administration’s (FDA's) current thinking on Administration (FDA, or the Agency) on this topic. It does not establish any rights for any person
this topic. It does not create or confer any rights for or on any person and does not operate to . . = . = e
- P . : - and is not binding on FD'A or the public. You can use an altemative approach if it satisfies the
bind FDA or the public. You can use an alternative approach if the approach satisfies the X . . ; .
requirements of the applicable statutes and regulations. If you want to discuss an alternative of the _H'Fthable statutes and regulanans. To discuss an altemative appmau:]:l__ contact
approach. contact the Office of Generic Dirugs. the Office of Genenc Drugs
Active ingredient: Pregabalin
Form/Route: Capsule/Oral Active Ingredient: Dexamethasone; Tobramycin
Recommended studies: 1 Options: BCS or In-Vive Studies . .
Dosage Form; Route: Suspension; Ophthalmic
L. BCS Waiver option:
Strength: 0.05%; 0.3%

It may be possible to request a waiver of in-vivo testing for all the strengths of this
product provided that the appropriate documentation regarding high solubility, high
permeability and rapid dissolution as detailed in the Guidance for Industry: Waiver of In Recommended Studies: Two G]JTiDﬂ_"»
Fivo Bioavailability and Bioequivalence for Inmediate — Release Solid Oral Dosage
Forms Based on the Biopharmaceutics Classification System is submitted in the
application. You may use information contained in the approved labeling of the reference

product. Peer reviewed articles may not contain the necessary details of the testing for the L ﬂ'p tion One: In vitro studies

Agency to make a judgment regarding the quality of the studies. A decision regarding the

acceptability of the waiver request can only be made upon review of the data submitted in . . . . : .
the application To qualify for the in vitro option for this diug product (dexamethasone; tobramycin

0.05%; 0.3%) all of the following criteria should be met:

II. In-Vivo option:

1. Type of study: Fasting
Design: Single-dose, two-way crossover in-vive
Strength: 300 mg

IT. Option Two: In vive and In vitro studies

iﬂmﬁgjﬁ;ﬁ;ﬁ;ﬁie;;fiiiiﬁg:iﬁ;nbﬂ defects in animal 1. Type of study: Bicequivalence study with pharmacokinetic (PK) endpoints
studies. Therefore, women of childbearing potential should be excluded from in-vivo Design: Single-dose, crossover or parallel design. in vivo in aqueous humor
bicequivalence studies of this product. Participants should be provided with the St‘eﬂgﬂl: 0.03%: 0.3%

information in the patient information leaflet for the FLD. and male subjects should agree Subj ects Patients underguing indicated cataract = ery

to use condoms during sexval intercourse with a woman of childbearing potential while
participating in the BE study and for at least 10 weeks (one complete sperm cycle) after
the last dose of study drug.

Additional Comments: Specific recommendations are provided below.

5 Type of study: Fed 2. T}'pf.- of 511.1d_3r: In 1..'i1m bioequivalence study
Design: single-dose, two-way crossover in-vive Design: In vitro microbial ki1l rate stmdy
Strength: 300 mg Strength: 0.05%; 0.3%

Subjects: Normal healthy males and females, general population. Subj ects: Not applicable

Additional comments: Please see above comment . . . - .
Additional Comments: Specific recommendations are provided below.
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Lewtp Center

*ié':é'n’:;:::é [lpnKnaam BUMOr A0 AOKa3Y €KBIBAaNEHTHOCTI Yu .ki Expor
s HioeKBsiBaneHTHOCTI B 3aneXHocTi Bia J1® Ta sBhactmsocten [1P Mo Ukraine

11 33 ymoBM BUKOHAHHA BCiX
BMMOT 00 PpapM.eKB.

11 33 ymoBM BUKOHAHHA BCiX
BUMOT A0 GapM.eKB.
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BUKOPUCTAHHS CJIAM/IIB BE3 MOT'OP)KEHHS ABTOPA 3ABOPOHEHO



State
Expert

[epxasnuuii R . . . .
'hﬁ%‘amy:p [MpUKNaay BUMOr A0 AOKa3Yy eKBiBaNIEHTHOCTI YK BioeKBiBaNEHTHOCTI 'ki Cortr
B 3a/1eXKHocTi Bia J1® Ta Bhactusocten 1P
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BUKOPUCTAHHS CJIAM/IIB BE3 MOT'OP)KEHHS ABTOPA 3ABOPOHEHO



State
Expert

s/ PedepeHTHI nikapcbKi 3acobu =

MO3 Ypainu MoH Ukraine

Afinitor 2,5 mg, 5 mg, 10 mg, tablets, Novartis (EMA)

everolimus
Zortress, 0,25 mg, 0,5 mg, 0,75 mg tablets, Novartis (FDA)
Ebixa, 5 mg, 10 mg, 15 mg, 20 mg, film coated tablets, H.Lundbeck (EMA)
. Axura, 5 mg, 10 mg, 15 mg, 20 mg, film coated tablets, Merz Pharmaceuticals
memantine

GmbH (EMA)
Namenda, 5 mg, 10 mg tablets, Allergan Sales LLC (FDA)

Tavanic, 250 mg, 500 mg, film coated tablets, Sanofi-Aventis (EMA)
levofloxacin Levaquin, 250 mg, 500 mg, 750 mg, film coated tablets, Janssen
Pharmaceuticals Inc (FDA)

Isozid, 100 mg, tablets, Fatol (EMA)

Isoniazid, 100 mg, 300 mg, tablets, Sandoz, US (FDA)

Brufen, 200 mg, 400 mg, 600 mg, 800 mg, coated tablets, Abbott
ibuprofen Advil/Advilmed, 200 mg, 400 mg, coated tablets, Pfizer

Nurofen, 200 mg, 400 mg, 600 mg, tablets, Reckitt Benckiser

isoniazid

COPYRIGHT®© AN «AEPXABHUW EKCMEPTHUW LIEHTP MO3 YKPAIHWU» BUKOPHCTAHHSI CJIAM/IIB BE3 MOTOKEHHS ABTOPA 3AN®POHEHO



HlepxaBuuit
Excneprhmit

.. State
lewtp CTUCJTAXPOHONOTIA PO3BUTKY BUMOT 10 BIOEKBIBAJIEHTHOCTI B YKPAIHI h Expirt

MO3 Ypaiiu

Center
MoH Ukraine

Haxa3z MO3 Ne 220 Bix 19.09.2000

- BiICyTHi BUMOTH 1110710 00’ €My JOCIIKeHB JJII TeHEPUKIB Ta JOKa3y 010€KBIBaJICHTHOCTI/€KBIBaJICHTHOCTI

Hacranoa 42-7.1:2005 «Jlikapchki 3aco0u.

JlocaimkeHHS 010€KBIBAJICHTHOCTIY, 3aTBEpKEHA
Hakazom MO3 Ne 191 Bin 25.04.2005 poky (po3pobieHa
BIITOBIIHO bi o) KepIBHUIITBA EMA

CPMP/EWP/QWP/1401/98 «Note for guidance on the
investigation of bioavailability and bioequivalence»,
2002).

- BHKJIAJieHi BUMOTH 0 TPOBedeHHsI A0CJiI:KeHb 0ioeKBiBaJEeHTHOCTI Ta iX OWIHKHM BIIMOBIIHO [0
kepiBaunrea EMA CPMP/EWP/QWP/1401/98 «Note for guidance on the investigation of bioavailability and
bioequivalence», 2002.

Haxka3z MO3 Ne 426 Bix 26.08.2005

- BIIEpIC BU3HAYCHHS MOHATTSA «O10C€KBIBAJICHTHICTH». BUMOTH 10 MpOBEICHHS TOCTIIHKEHb Ta iX OIIHKH
BiIcyTHI. BifcyTHs1 BUMOTra BpaxoByBaTu pekoMeHaalii HactranoBu 3 qociikeHHs] 610€KBIBaI€HTHOCTI.

Hakaz MO3 Ne190 Bix 17.04.2007 poky

- BH3HAuYCHI BUMOTH JI0 BUOOPY METOIy JOKa3y O10€KBIBAJICHTHOCTI, 3a3HAYCHO MOPSIAO0K X BUOODY.
- AJle 3aIBHHK MaB NPaBo BUOPaTH iHIIKI MeTo] J0Ka3y OioekBiBajieHTHOCTI!!!
- BincytHs BuMora BpaxoByBaTu pekoMeHaiii HactanoBu 3 mociikeHHs 010€KBIBAJIGHTHOCTI.

Hakaz MO3 Ne426 3i 3minamm Big 26.08.2005 (y
penakuii Hakazy MO3 Bix 04.01.2013 p. Ne3)

- BHU3HAUEHO TIOHATTA «OIOCKBIBAJIEHTHICTH». Bumoru no BuUOOpY MeTomy Aoka3y Ol0€KBiBaJEHTHOCTI,
MOPSIIKY 1X BUOOPY, MPOBEACHHS Ta OI[IHKH JOCJII>)KeHb MPUBeIeH0 BiAnoBigno 10 Bumor EMA.

BcraHoBiieHo nepexigHuii nepioa. 3aABHUK MOKe 00paTH iHIIMIA MeTo] 10Ka3y 0i0eKBiBaJeHTHOCTI NpH
HASIBHOCTI 3000B’A3aHHSA 11010 NMPOBEACHHS A0C/iIKeHb 010eKBIBaJEHTHOCTI MPOTIATOM ABOX POKIB
3 1aTH OTPMMAHHS PeECTPALiiHOTO MOCBiTYeHHS.

HacranoBa 42-7.1:2014 «Jlikapchki 3aco0u.

JlocmimKkeHHs 010€KBIBAJICHTHOCTI», 3aTBEp/IKEHA
Hakazom MO3 Ne 396 Bix 13.06.2014 poky.

- OHOBJICHAa HacTaHOBa 3 jociimkeHb 3 BE BimmosimHo mo kepiBuuursa EMA CPMP/QWP/EWP/1401/98
Rev.1 «Guideline on the Investigation of Bioequivalence», 2010.

COPYRIGHT® A «JEPABHUI EKCMEPTHUM LEEHTP MO3 YKPATHW»

BUKOPUCTAHHSA CJIAMUIIB BE3 TOIOI)KEHHSI ABTOPA 3ABOPOHEHO




Hlepxagnuit
ExcnepTHumit

Hepxasuuii
ﬂi%}:::: CTUCNA XPOHOJIOT'A PO3BUAUTKY BUMOI 10 BIOEKBIBAJIEHTHOCTI B —
YKPAIHI
(MPOLLOBMEHHA)
Hakaz MO3 Ne 426 (y pemakmii Hakasy MO3 Big |- BH3HaYeHO TIOHATTS «OlOCKBIBAJICHTHICTb» Ta BUKIAJACHI BHMOTHM MIOJO0 HEOOXITHOCTI JOKa3y

23.07.2015 Ne 460)

010€KBIBaJIECHTHOCTI JJIsl TCHEPUYHMX JIIKAPChbKUX 3ac001B. MOKJIMBOCTI HA/IaBaTH 3000B’A3aHHS HEMAE.
Bumoru 10 Bubopy metoay noka3y 0610€KBiBaJI€HTHOCTI, TOPSIAKY X BUOOPY, TPOBEACHHS Ta OILIHKU JOCTIIKEHb
BUKJAaJeHi BignoBiano 10 Bumor EMA. 3a3HaueHo, 1110 JOCIHIKEHHST 010€KBIBAJICHTHOCTI 00 OOTpYHTYBaHHS
II0JI0 BIJICYTHOCTI HEOOX1JHOCTI MPOBEICHHS OCTIHPKEHHS Ma€ BIANOBIIATH BUMOram kepiBHuUlTBa EMA 3
nocaimkennas oioeksiBamenTnocti CPMP/QWR/1401/98 Rev.1 a6o Bignosiguiii Hacranosi MO3 3 gocmimkeHHs
010€KBIBaJICHTHOCTI

HacranoBa  42-7.1:2016  «Jlikapcbki  3aco0w.
HocnigxeHHs:  010€KBIBaJIEHTHOCTI», 3aTBEpKEeHa

HakazoM MO3 Ne 22 Bin 12.01.2017 poky.

- OHOBJICHa HACTaHOBa 3 JOCIIDKCHb BiAMOBIAHO 10 kepiBauitBa EMA CPMP/QWP/EWP/1401/98 Rev.1
Corr** «Guideline on the Investigation of Bioequivalence»

«Jlikapcpki  3acobu.  JlocmimxeHHs
010€KBIBAJIECHTHOCTI» 3aTBepikeHo HakazoM MO3 Ne

2014 Bin 02.11.2018 poky.

HacranoBa

- OHOBJICHa HACTaHOBA 3 JOCIIKEHb BiamoBigHo a0 kepiBHunrBa EMA CPMP/QWP/EWP/1401/98 Rev.1
Corr** «Guideline on the Investigation of Bioequivalence» ta pexomenmamiii EMA/618604/2008 Rev.
«Questions & Answers: positions on specific questions addressed to the Pharmacokinetics Working Party
(PKWP)»

Hakaz MO3 Ne426 3i 3minamm Bim 26.08.2005 (y
penakiiii Hakasy MO3 Nel1528 Bin 27.06.2019 p.)

-IPUBEJICHO BU3HAYEHHS TOHATH «TE€HEPUYHUN JIIKApChbKUU 3aci0», «O010€KBIBAJIGHTHICThY», «IpOLEaypa

OioBetiBep Ha miactaBi bCK» y BiamosigHicTh 10 BUMor EMA. Ilo tekcty «umnHe BumanHs Hacranosu CT-H
MO3YV 42-7.1:2014» 3amineno Ha «unHHO1 penakiii Hacranosu CT-H MO3Y 42-7.2:2018

COPYRIGHT® A «JEPABHUI EKCMEPTHUM LEEHTP MO3 YKPATHW»

BUKOPUCTAHHSA CJIAMUIIB BE3 TOIOI)KEHHSI ABTOPA 3ABOPOHEHO

MO3 Ypainu



DepxaBnuii State
Excpnep'rnui Expert
Lewtp Center

MoH Ukraine

MO3 Yipaiku (1Y)

Hali npono3sudii

BpaxoByBaTu BiANOBIAHICTb Cy4aCHMM BMMOram LWOA0 AOKa3y ePpeKTUBHOCTI, be3sneku
Ta AKOCTI

3a3HA4YUTU cCame BiANOBIAHICTb YN HEBIANOBIAHICTb Cy4aCHUM BUMOraMm LLOAO
NOKa3y epeKTUBHOCTI, be3neKkn Ta AKoCTI

BcTtaHOBUTM NeBHY AaTy Bif, AKOI AaHi WoA0 A0Ka3y BE 6yayTb npumnmatuca sk
NOCTaTHI

Ona Tnx 13, wo He BigNoBIAa0Tb Cy4aCHUM HOPMam BCTAHOBUTU Nepiog, vacy, 3a
AKMWN 3aABHUKN, NPU BarKaHHi, MOXYTb AoonpautoBaTh P[] Ta 3aaBuUTK BiANOBIAHI
3MiHU

COPYRIGHTO AN «AEPHABHWW EKCMEPTHWW LIEHTP MO3 YKPAIHV» BMKOPHCTAHHSI CJIAIIIB BE3 NOTOUKEHHSI ABTOPA 3ABOPOHEHO




Hlepxasuuii State

ExcnepTHmit Expert
Llentp ) Center
MO3 Yxpaitu MoHUkraine

[AaKkyto 3a yBary!
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