[TPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

N3IMEHEHMUA,
BHocuMbIe B [IpaBuiia perucTpanuy U IKCIEPTU3bI
JIEKAPCTBEHHBIX CPEACTB AJI51 MeAMIUHCKOTr0 NPUMEHEHH S

1.B nynkre 29 cnoBa «31 pexabps 2020 r.» 3aMEHHUTH CIIOBAMHU
«31 nexabpst 2024 r.».

2.B nynkre 30 cmoBa «31 nexabps 2020 r.» 3aMeHUTH CJIOBaMU
«31 nexabps 2024 r.».

3. B mynkTe 19 B onpeneneHun TepMUHA «KHOPMATHBHBIN JOKYMEHT I10
KauecTBY» CJIOBa «IpU peructpauuu Ha Ttepputopun Coro3a» 3aMEHHUTH
CIIOBAMH «IIPU PETUCTPAIMU, TOATBEPKICHUU PETUCTPAllMU, BHECCHHH
U3MEHEHUU B PETHUCTPAIMOHHOE J0ChE M MPUBEIECHUU PETUCTPALMOHHOTO
JI0ChE B COOTBETCTBHE ¢ TpeOoBaHusiMu Coro3a;

4. B mynkte 171:

a) B ab3aIie BTOPOM CJIOBA «UACHTUYHBI 10 COJCPIKAHMIO» 3aMCHHUTH Ha
CJIOBA «COOTBETCTBYIOT IO CBOEMY COJICPIKAHHUION;

0) TOTOTHUTH a03a1eM CIEIYIONIEeTO COACPKAHUS:

«[IpuBeeHre PEruCTPAIMOHHOTO JIOChE JICKAPCTBEHHOTO IIpenapara B
COOTBETCTBHE ¢ TpeOoBaHussMH COr03a B YACTH TIPUBECHUS B COOTBETCTBHE C
akTamMu KoMHCCHH TIPOCKTOB MAaKETOB YIAKOBKH, OOINEH XapaKTePHUCTHKU
JIEKapCTBEHHOr'0 Tpernapara, MHCTPYKIIUU M0 MEAUIIMHCKOMY TPUMEHEHHIO
(TMCTKa-BKJIAIBINIA) W  HOPMATUBHOTO  JOKYMEHTa 10  Ka4eCTBY

JICKAPCTBCHHOTO  IIpCliapara HC  paCCMATPpUBAIOTCA  KaK  HW3MCHCHMHA,
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TpeOyIOIIHNe TMEePEOeHKH COOTHOUIEHUSI «IOJb3a — PUCK» U HE SBISIIOTCA
W3MEHCHUSIMHU, BIIMSIOMIMMU HA COOTBETCTBUE JAHHBIX PETHCTPAIMOHHOIO
JOChE MTPUBOAMMOTO B COOTBETCTBUE € TpeOoBaHUAMU COr03a 110 COAEPKAHUIO
JAHHBIM PETUCTPALMOHHOIO JOChE 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara.».

5. B mynkre 175 IIpaBui:

a) B a03ale NEpBOM CII0OBA «HAa TEPPUTOPUM TOCYJAPCTBA-UICHA»
3aMEHUTH Ha CJIOBA «HA TEPPUTOPHUSIX F'OCYIAPCTB-YICHOBY;

0) 1OMOJHUTH MyHKTOM 175.1 ciemyroiero coaep:kanusi:

«175.1. B cnyuae, eciu J€KapCTBEHHbIN Mpenapar 3aperucTpupoBaH B
OJIHOM TOCYJapCTBE-WICHEe W TMpeAHa3HaueH i oOpalleHusi TOJbKO Ha
TEPPUTOPUU ATOTO TOCYAApCTBA-UJIEHA, 3asBUTENb BIPABE MPEICTABUTh HA
A3bIKE TOCYAApCTBa-uJieHa WIM UHOM, IPUHUMAEMOM TOCY/1apCTBOM-UJIEHOM
sA3bIKe, 0€3 He0OXOIMMOCTH MX NEPEBOJIa Ha PYCCKUM S3bIK (B Cilydae, eciu
PYCCKHUI SI3bIK B 3TOM T'OCYJapCTBE-UJICHE HE SIBJIETCSI TOCYNapCTBEHHBIM)
TOJIBKO MOAYJIH | - 3 pErucTpallMOHHOTO JIOChE JIEKAPCTBEHHOIO Mpernapara B
AJIEKTPOHHOM BHUJI€ B COOTBETCTBHUM C MPUIOKEHUSIMH Ne 1 - 5 k HacTOAIIUM
[IpaBunam u Moaysb | perucTpallMOHHOrO 1I0Che JIEKAPCTBEHHOIO Mpernapara
Ha OyMakHOM Hocutene. JJOKyMeHThl MOAyJIsl 4 — 5 perucTpalmoOHHOTO 10Che
JIEKapCTBEHHOIO MpernapaTa AOJKHbI ObITh IPEACTABICHBI ITPU UX HATUYUU.»

6. [To3umuto 2.2.3 tabaunel B nyHkte 2.2.1 pazaena | u 3.2.3 TaGiauis B
nynkte 3.2.1 pasznmena |l mpunoxenus Ne 2 k ykazanHbsiM [IpaBuiiam
JOTIOJIHUTh ~ CJIOBaMU  «yNMakoBKa HepachacoBaHHOMW MPOAYKIUH (Mpu
HaJUYun)».

7. B mpunoxxeranu Ne 4 k ykazanHbM [IpaBunam npumedanus K Tabauiie
JOTOJHUTE ab3aneM cienytouiero cojaepxkanusi: «llpu atom He TpeOyercs
MEPEBOJT HA PYCCKUU SA3BIK JOKYMEHTOB, MPEJICTABIECHHBIX B COOTBETCTBUHU C
nyHkToM 175.1. Hactosiux [IpaBui, B ciydae, €ciid pyCCKHUH SI3bIK B 3TOM
roCyJIapCTBE-UJIEHE HE SIBIIIETCS TOCYJaPCTBEHHBIM. ».

8. B mpunoxxenuu Ne 17 k ykazanubsim [IpaBunam:
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a) TaOJIUITY JIOTIOJHUTD MO3UIIUEN CIIETYIOIIETO COAEP KaHUS:

« 12.1 | ®opma BBIITyCKa Hepac(hacoBaHHOU
npoaykuuu (bulk product)

>

0) myHkT 16 IIpaBui 3amoJHEHUS PETUCTPANMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOr'O TMpemnapara is MEIUIIMHCKOTO IMPUMEHCHHS JIOTOJHUTH
MYHKTOM CJIEAYIOIIErO CONEeP KAHMUS:

«16.1 B mone 12.1 npu HEOOXOIUMOCTH yKa3biBaeTcsa (hopMa BBIMyCKa
Hepacgacoannoit mpoaykuu (bulk product) ¢ ykasanuem Buma u o0bema

(1nanazoHa oObeMa) yrakoBKU Hepac(hacoBaHHOM MPOTYKIIUH.Y.




