LYY

MUHUCTEPCTBO SAPABOOXPAHEHUA
T POCU/IMCKQH CD]*,[[I:PALIMM

,I{ Ta pe,uchauuu-' : . 16 09 2025

HCTedennst cpoKa NeicTBHA = -
€rHCTPALHOHHOIO Y0CTOBEPEHHSI: '

Jara nd}ifsepmennﬂ perucTpauuu
(nepepechpaunn) 4

Tata BHecemm H3MeHeHui 16.09.2025
(nepeoq)()pM.neHnﬂ) B PErHCTPaLMOHHOE
ynocroaepeune

.l[aTa pechpaulm B pedepeHTHOM 16.09.2025
_rocynaperse:

ITBEPXKIIAET, YTO JIEKAPCTBEHHBIN IPENapaT 3aperuCTPHPOBAH H Pa3pelieH K Mennunﬂcxomy npmue
Ha Teppmopan.

Poccuiickoii ®eneparyu

(rocymapcTBo — 4iieH EBpaznncxoro 9KOHOMHYECKOTO corosa)
I/IchopMaumI 0 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM MpeniapaTe
tI)ASEHPA

Benpamxsymaﬁ

3 | Cocras nexapcrsennoro npenapara:

(L- mcmnnn L-rncmmma mnpoxnopmxa
MOHOTH/IPAT, 0,0-TPETano3bl AUTHAPAT,
nomucop6ar 20 (pacTHTeNsHOrO nponcxom[e
BOJIA JUIS MHbEKLHN)

| Cpoxk roanocrn:

PR LR LR b kil bbb bbbk bbb bbb b i i b




Crpanuna 2 peructpauuonHoro yaocropepenus No JITI-Ne(011685)-(PL-RU)

HHdopMaLms 0 TPOU3BOAUTENE JeKapCTBEHHOTO Npenapara (Ha3BaHms H-aapeca TPOU3BO/ICTBEHHBIX IUIOLIANO0K,
'Y4acTBYIOIIMX B MPOIECCe MPOM3BOJCTBA IEKAPCTBEHHOT'O IIperapara)

Ne | Craaus npousBoacTBa
(BCce Y4aCTHUKH
[IPON3BOACTBEHHOT 0
npouecea)

Ha3sBanne OpraHu3aunuu

Anpec HpOU3BOACTBEHHOMN TI0IIAAKH

1 Ipou3BoaCTBO rOTOBOM
JIEKapCTBEHHOI (HOpMBI

Actpa3eneka Ab, LlIBerst /
AstraZeneca AB, Sweden

I'aprynasaren, Cozepraibe, 152 57,
IlIgenust / Gartunavagen, Sodertalje,
152 57, Sweden

2 | IlpousBoACTBO rOTOBOH - |-
JeKapCTBEHHOI GOPMBI - |

\\Kamnem". Wnnnana; JIJIC,

| CILIA / Catalent Indiana, LLC,
SN UsA B

1300 Cayt IlatTepcon [paiis,
Braymunrton, Unauana 47403, CHIA /
1300 South Patterson Drive,
Bloomington, IN 47403, USA

3 | IlepemuHas ynakoBka

\\AéTpaBéHeKa AB, 1lIBenust /

straZeneca AB; Sweden'

I'aptynaBareH, Conepraiise, 152 57,
Llsenus / Gartunavagen, Sodertalje,
152 57, Sweden

4 | TlepsuuHas ynakoBka

I ‘;K\afaneﬂ"r HHﬂHaHa, JUIC,
| CILA / Catalent Indiana, LLC,
- USA

1300 Cayr Ilarrepcon [Ipaiis,
Baymunrton, Hapuana 47403, CIIIA /
1300 South Patterson Drive,
Bloomington, IN 47403, USA

5 | BropmuHas yrmakoBka

£ ACTpa3eHeKa AB, IIserms /
AstraZeneca AB, Sweden

I'aprynasaren, Conepranse, 152 57,
LIsenus / Gartunavagen, Sodertalje,
152 57, Sweden :

6 | Bropnunas ynakoBka

- Karanent Unnuana, JIJIC,

CIIIA / Catalent Indiana, LLC,

~USA

1300 Cayr Iartepcon Jpaiis,
Baymunrton, Maaunauna 47403, CHIA /
1300 South Patterson Drive,
Bloomington, IN 47403, USA

7 | BropuuHas ynakoBKa

Pucaiinenc 093¢, Unk., CIA /
Resilience US, Inc., USA

8814 Tpeiin IMopt Hpaiis, Yact Yecrep,
Oraito 45071, CIIIA / 8814 Trade Port
Drive, West Chester, Ohio 45071, USA

8 | Brimyckaroimuit
KOHTPOJIb KaueCTBa

Acrpa3eneka AB, lsenus /
AstraZeneca AB, Sweden

IaprynaBaren, Coaeprainbe, 152 57,

IIBenus / Gartunavagen, Sodertalje,
| 152 57 swden

3amecrureas Munucrpa

C.B. 'naroaes




