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./

LLEJ1b:
* [Mpeksanudukaums (PQ) sakumub u BHeceHue B nepeuens JIN, pekomengyemoix BO3.

3AYHEM?

* [loBbilueHWe JOCTYNHOCTU BAKUMHBI B MUPE;
* T[logreepxaenune cooreercteus tpebosannam GxP, MexpyHapogHoe npusHaHue;
* CoBeplueHCTBOBAHME NPOLECCOB NPEANPUITHS.

[NlepBuynbie ycnoeus ans PQ:

* BakuuHa B nucte npuoputeta ana PQ;
* HPO ouenen BO3 kak «$pyHKUMOHANbHLIN® M COOTBETCTBYET KPUTMYECKMM noka3saTtensm ans PQ;
* PY Boigano ¢yHkumoHansieiM HPO, BbinonHsiiowmm nocrpernctpaumoHHbii HQA30p.



Otansl PQ

3asaska

Bcrpeum

Kontponb
o6pasuos

* Moaaua 3aseku 1 pocke B BO3 Ha npoxoxpenue PQ (mait 2020 /ausaps 2022)
* [NlonTBepxnenne BO3 o BoamoxHocTn npoxoxaeHus PQ

N
* Bctpeun B popmare lNpouseoputens — BO3 — HPO
Y,
N
* CKpMHMHT gocbe
* OueHka gocbe
Y
N
* Otnpaska o6pasuos BakuuHbl, pearentos, CO B nabopatopuu BO3 (Hos6pb 2020/ asryct 2022)
* Noarsepxaenne BO3 kauectsa Bakuuubl M npurogHocts ana PQ (dbespans 202]/H0$I6pb 2022)
Y,
N
* MHcnekuus npon3BoacTBeHHbiX naowaaok (anpens-man 2023)
e CAPA nnaH
Y,

* Bkniouenue B nepeueHb NnpekBanMpmuMpOBaHHbIX BaKUMH, pekomenayembix BO3 (dpespans 2024)




NMoaroroeska Kk uHcnekuumn BO3

. Ouenka Tpeboeanni

Cepus TexHndecknx goknagoe BO3 (WHO Technical Report Series);
ExenenensHas snupemunonormueckas ceogka (Weekly Epidemiological
Record);

CrpaTermnyeckas KOHCynbTaTMBHAS rpynna skcneptoe BO3 no
mmmyHusaumm (SAGE — Strategic Advisory Group of Experts);

ICH;

EMA;

Pykoeoactea, pekoMeHgaumm (npomseoacteo, KaYecTeo,
LOKIIMHUYECKME U KITMHMYECKME MCCIIEA0BAHUs, GAPMAKOHAA3OP,
perynsTopHbie BONPOCH! M ap.).
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NMoarotoeka Kk nHcnekuuu BO3 \Nj

2. ToprotoBka NpoOM3BOACTBEHHbIX MIOLLAAOK
- MHCNeKUMOHHbIE OTHYETH APYTUX NPOM3BOAUTENEN BAKLMH

Inspection WHO Public Inspection Reports (WHOPIRs)
Services Vaccines

BB-NCIPD Ltd - (11 - 13 March 2020), ) Sofia, Bulgaria

I . .
Biological E. Limited - (04 - 08 February 2019), Q Telangana, India | 1. pharmaceutical quality system
| 2. good manufacturing practices

Chengdu Institute of Biological Products Co Ltd - (09 - 13 April 2018), ¥ Chengdu, China | 3. sanitation and hygiene
qualification and validation
Federal State Budgetary Scientific Institution "Chumakov Federal Scientific Center for complaints

Research & Development of Imnmune-and-Biological Products”, Russian Academy of Sciences

product recalls
(FSBSI) "Chumakov FSC R&D IBP"- (11 - 16 March 2018), @ Moscow, Russia

contract production, analysis and other activities

GMP Main Principles:
TRS 986 annex 2

GPO-MBP Co Ltd - (19 - 22 June 2018), ) Chachoengsao, Thailand self-inspection, quality/supplier audit and approval

personnel, training and personal hygiene

Green Cross Corporation (GCC) - (23 - 27 July 2018), O Gyeonggi-do, Republic of Korea 0. premises

1. training

Japan BCG Laboratory - (15 - 17 May 2019), Q Tokyo, Japan .
. personnel hygiene

Panacea Biotec Limited - (15 - 19 October 2018), <) Punjab, India - equipment

. material

PT BIO FARMA (Persero) - (18 - 22 March 2019), Q Bandung, Indonesia . documentation

. good practices in production

Sanofi Healthcare Private Limited - (09 - 13 December 2019), Q Telangana, India . . ;
. good practices in quality control

Serum Institute of India Pvt Ltd - (15- 19 July 2019), Q Pune, India
SK Bioscience Co Ltd - (20 - 24 May 2019), Q Gyeongsangbuk-do, Republic of Korea

Summary Report of Preliminary Inspection Findings - Open Joint-Stock Company
Pharmstandard - Ufa Vitamin Plant, Ufa - (31 May - 04 June 2021), Q Ufa, Russia
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NMoaroroeska Kk uHcnekuumn BO3

2. lloprotoBka NPOM3BOACTBEHHbIX MJIOLWAAOK

- Pabouue rpynnbl no HaNpaeneHusaMm:

* [lpoussopnctso
* Kavecteo (obecneyeHne kauecTsa, KOHTPOSL KA4eCTBA)

* MHxeHepHble cUCTEMBI
* LlenoctHoCTb AAHHbIX, KOMMBIOTEPM3MPOBAHHBIE CUCTEMI

° CKﬂGﬂ, \

- IuarHoctuyeckne ayamtel, oOy4eHUs CO CTOPOHBLI:
 HPO

* 3apybexHbiX 3KCNepToB




Uncnekuyua BO3 \G“ﬂ

- 2 MHCNeKTopd
- Bepywmit GMP uHcnektop BO3 npucyTcTByeT Ha ABYX niowankax

- [Npurnawaetca npeacrasutens mectHoro HPO B kavectee Habnopatens
- InutenbHoCTb MHCNEeKUMHU — 5 OHeN




TenpeHUUM

BaaumopeicTeme Mexay npom3soacTBEHHbIMU MIOLAAKAMM
OTnpaBHAs TOYKA MHCAEKLMU — [OChE HA CEPUIO
[TpocnexnMeaeMocTb NPOLECCOB, HAOYMHAS OT ChIPbS, 3AKAHYUBAS
BbIMYCKOM CEpPMM

[TocTosHHOE OTCNEXMBAHUE AKTYANbHbIX TPEBOBAHWI U PYKOBOACTB,
GAP-ananus

LlenoctHocTb aaHHbIX, aHanms puckos (DIRA)

TRS 1044, MNpunoxenne 2: WHO GMP gnsa ctrepunbHbix J1C
MccnepoBaHue reHeTMYecKom CTABUNBHOCTH BUPYCA FPMANA B

npouecce NPon3BOACTBA \
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OPIFAHU3ATOPbI

MWHMPOMTOPT C ;) < S-GROUP

A

FEHEPA/IbHbIV NMAPTHEP

-

innopharm
group

POCCUH

FEHEPAJIbHbIN
UHOONAPTHEP

CTPATErMHECKMIA NAPTHEP

[EAEOH PUXTEP

3A0pOBbE — Halla MUCCUA

FEHEPA/IbHbIM UHSOPMALIMOHHO- CTPATEMMYECKUM

GMP VIIT BCEPOCCUIACKAS

\/ GMP - KOH®EPEHLIUS

-AHANMTUYECKUA NAPTHEP WHOOPMALIUOHHbIN MNAPTHEP
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