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Conmecrn Documents (2017 through 2019)

DESCRIPTION

DEVELOPMENT STAGE

MANUFACTURE OF MEDICINAL PRODUCTS (> 20 DOCUMENTS)

Production process validation

Pharmaceutical production water requirements

Stability study requirements

Modified pharmaceutical dosage form quality manual
Analytical method validation

Inhaler product quality manual

Quality requirements to ND

Finished pharmaceutical dosage form manufacturing manual

REQUIREMENTS TO HERBAL AND HOMEOPATHIC MEDICINES (8 DOCUMENTS)

Good Agricultural and Collection Practice (GACP)

Herbal medicine quality

Selection of acceptability tests and criteria for herbal substance, herbal medicine
specifications

PRE-CLINICALAND CLINICALTRIALS (> 20 DOCUMENTS)

General clinical trial issues
Combination medicinal product pre-clinical and clinical development manual
Medicinal product dose selection manual

GENERAL MEDICINAL PRODUCT CIRCULATION ISSUES (>20 DOCUMENTS)

Trade name selection manual

Grouping name rules

Definition guide update

Medicinal review laboratory testing scope defining manual

Recommendation No 119 of 26.09.17
Recommendation No 31 of 13.12.17
Decision No 69 of 10.05.18
Recommendation No 2 of 16.01.18
Decision No 113 of 17.07.18
Recommendation No 6 of 10.05.18
Decision No 151 of 7.09.18
Recommendation No 3 of 29.01.19

Council Decision No 15 of 26.01.18
Recommendation No 6 of 10.05.18
Recommendation No 6 of 12.02.19

Recommendation No 11 of 17.07.18
Recommendation No 25 of 2.09.19
Recommendation No 8 of 12.03.19

Recommendation No 2 of 29.01.19

Recommendation No 13 of 23.04.19
Recommendation No 10 of 19.03.19
Recommendation No 28 of 10.09.19
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O Acts Planned for 2020

DESCRIPTION

Adoption, as planned

5

MANUFACTURE AND QUALITY (> 20 DOCUMENTS)

Aseptic production process requirements

Hazardous substance medicine production manual

Pharmaceutical substance development and production manual
Technology and analytical methods transfer manual

Foreign substance study and specification requirement establishment rules
Pediatric pharmaceutical development manual

Sterile medicine production process selection manual
Radiopharmaceutical product development and quality manual

REQUIREMENTS TO HERBAL AND HOMEOPATHIC MEDICINES (8 DOCUMENTS)

Homeopathic product dossier guidelines

Herbal substance product stability study requirements

Manual on active substance or herbal substance extract content labelled on medicines and
specified in directions for medical use

PRE-CLINICALAND CLINICALTRIALS (> 20 DOCUMENTS)

Manual on pre-clinical toxicity study in case of repeated (multiple) administration of active
substances for human medicinal use

Manuals on quality and study of medicinal products based on liposomes, micells and medicines

with nanoparticle coatings
GENERAL MEDICINAL PRODUCT CIRCULATION ISSUES (>20 DOCUMENTS)

Pharmaceutical dosage form shelf life commencement manual

Ql 2020

Qll 2020
Qll 2020
Qlll 2020
Qlll 2020
Qlll 2020
Qlll 2020
Qlv 2020

Qlll 2020

Qll 2020

Qll 2020

Ql 2020
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ECONOMIC ADVANTAGES SOCIAL ADVANTAGES

1. Improving investment appeal of MP and 1. Expanding the range and public access to

MD facility localization medicines and medical devices

2. Costs saving due to cooperation among 2. Renovating diagnostic, imaging systems
sequence-linked manufacturers and medical treatment technology

3. Cost cutting at medical and 3. Improving patient’s life quality
pharmaceutical product marketing outside

the Union

4. ‘Related area’ development: logistics, 4. Easing the primary medical care burden

engineering, Al-IT in the Union
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Medical Product Circulation Information System

Common Registers and Informational Databases on Circulation
of Medicinal Products within EAEU

1. EAEU register of registered medicines

2. EAEU register of pharmaceutical manufacturer
authorized representatives

3. Informational database of medicines non-
compliant by quality, as well as adulterated and (or)
counterfeit medicines identified in the member state
territories

4. Informational database of identified adverse impact
(effects) of medicines, including medicinal product
inefficiency reports

5. Informational database of suspended, withdrawn
and prohibited for use medicines

6. EAEU register of pharmaceutical inspectors

October 25, 2016
No 122

October 25, 2016
No 123

October 25, 2016
No 124

October 25, 2016
No 125

October 25, 2016
No 126

October 25, 2016
No 127

November 3, 2016
No 84

November 3, 2016
No 74

November 3, 2016
No 84

November 3, 2016
No 84

November 3, 2016

No 84

November 3, 2016
No 90

April 2, 2019
No 55

November 12, 2018
No 171

November 12, 2018
No 172

November 12, 2018
No 173

November 12, 2018
No 174

November 12, 2018
No 175

Areas for development in 2020: filling in ‘national section’ data
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omcen CIRCULATION OF MEDICINAL PRODUCTS WITHIN EAEU

KomMmuccua HorocTn 1 cobBITUA ﬂ,OKymeHTbl KoHTaKThl Bonpockl U 0TBETHI BakaHcuu

EepazviickanA 3KoHoOMUYeCKanA KoMuccua > [leAaTensHocTs * TexHWdyeckoe perynupoeaHue > [lenapTameHT TEXHUYECKOTo PErynupoBaHWA M akkpeauTaumu >
OBDWWA pLIHOK NEeKapCTBEHHLIX cpeacTe » LS database

Mpeacenarens Konnerun E3K
. Henaprament npoTorona i EOunHble peecTpbl U MTHGPOPMaUMOHHbIE Ba3bl AaHHbIX

opraHMsagMoHHoro
obBecneveHusa INekapcTBeHHLIe cpeacTBa

» OenapTamMeHT pUHaHCOB EOnHbIA PEECTP 3apermMcTpupoBaHHbIX NEeKapCcTBEHHbIX CPEOCTB EBpaSMﬁCI{OFO
3KOHOMWYECKOro corsa
> MpaeoBoi genapTamMeHT

> [leNapTamMeHT ynpaeneHus EQuHbIA peecTp ynoNMHOMO4YEHHbBIX JTMU NPOWM3BOANTENEN NEKAPCTBEHHDBIX CPEOCTE

fenamu EBpa3sniickoro 3KOHOMUYECKOro coK3a
WHTerpaums u EnuvHan 6asa gaHHbIX NeKapCTBEHHBIX CPEACTB, HE COOTBETCTBYHLUMX TpeboBaHNAM Mo
MaKpO3IKOHOMUKA KauyecTBy, a Takke dhanbcuduUMpoBaHHbIX KU (M) KOHTpadaKTHBIX NTIEKAPCTBEHHBLIX CPEACTB
> enapTamMeHT pasBuTus
WHTerpauwn E,uMuHaH MHopMaUnoHHas 6asa AaHHbIX MO BbIABMEHHbBIM HEXXeNaTeNbHbIM PeakLMaM
(OencTBNAM) Ha NekapcTBEHHbIE CpeacTBa, BKMoYakLwan coobLleHNA 0 HeahheEKTUBHOCTH
> AenapTameHT NeKapCcTBEHHbIX CPEACTB
MaKpOSI{OHOMHHECKOﬁ
NoONUTUKA
EauvHan 6asa gaHHbIX NO NPUOCTAHOBMNEHHbBIM, OTO3BaHHbIM U 3anpeLLEHHbIM K
> [lenapTaMeHT cTaTUCTUKM MeOULMHCKOMY NMPUMEHEHUIO NIEKAPCTBEHHBIM CpeacTBaM
3KOHOMMKa 1 (hUHaHCcoBas EOuHbIN peecTp chapMaLeBTUYECKUX MHCNEKTOPOB EBpasninckoro 3KOHOMUYECKOrO co3a
MNONUTHUKA
» MNananTamMmadT NaarRIATIAS MenHuMHCK“e Haﬂenuﬂ

http://www.eurasiancommission.orqg Access procedure:
“Technical regulation’ — ‘Department for technical regulation and accreditation’ —
— ‘Formation of the common market for medicinal products’.
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Thank you for your attention!
Have success In fruitful work!

D

Eurasian Economic Commission

http://www.eurasiancommission.org
http://www.eaeunion.org/

Moscow, 2, Letnikovskaya str., bldg. 1
dept_techregulation@eecommission.org



