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OTHOCHO: Hucmo m3x.Ne20-00-43/27.61.2620r. aa YVopasureass na H30K n nam Bx.
Ne35-00-201/27.01.2020r., 3a H3BBPIIEHH  MeIHKO-1HATHOCTHYHHTE

1eHHOCTH HA 31PABHOHEOCHIYDPEHH KeHH (HEOCHI'YPeHH OpeMeHHH) IO
4.1.82, aa.1, 1.2 o1 330

YBAXAEMU TMPOD®ECOP PAJEB,

HMudopmupame Bu. 4e e cb3raieHa TeXHHYECKa BB3MOKHOCT 3a 00paboTka B MHrerpupanara
uadpopmarmonna cuctema (MMC) Ha M3BBPIIEHHM  MEIMKO-IMArHOCTHYHH — JIEHHOCTH  HA
37paBHOHEOCUTYPEHUTE JKeHH (HeocurypeHu Opemennn) no ur.82, aml, 1.2 or 330, BKIIOYEHH B
CJIEKTPOHHHS O0TYeT Ha m3mbaHuTeMTe Ha M1

BB Bpb3Ka ¢ TOBA, 1aBaMe CIeIHUTE YTOYHEHHS:

1. 3a HEOCHTYpeHH OpeMeHHH Ce Cbh3aaBa HOB maparpad 3a MeceuHu u3pecTus - 14 .JIAb:
Heocurypenu Opemennu".

2. B CnpaBoynara cucrtema e Oble pa3padOTEHO aBTOMATHYHO Ch3JaBaHe Ha peIoBETE Ha
Mece4yHOTO m3BecTHe. ¢ e renepupane B [IHC Ha oTae1Ho mecedHo H3BecTHe maparpa¢ 14
»IADB: Heocurypenn dpemennn''.

3. MsnwaauTenute Ha MJ1/] caaeasa aa npenocrapsat npes [IUC eaekrponna gpakrypa B XML
dbopMar 3a HMIBHPIICHHTE MEIHKO-AMATHOCTHYHH JEHHOCTH Ha 3IPaBHOHEOCUTYPEHHTE JKEHHU
(neocurypenu 6pemennn) mo 4i1.82. a1.1. 1.2 ot 330.
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OTHOCHO: mmcmo Ha Yrpasutens Ha H30K c m3x. Ne 20-00-44/27.01.2020 r.. nam Bx.Ne 35-
00-205/28.01.2020 r.. BbB BpB3Ka C BPEMEHHO NPEYCTAHOBSBaHE NPOJAXKOUTE HA
JleKapcTBEHH MPOIYKTH Ha ObIrapckus (papMmaneBTHYeH nasap.

YBAKAEMHU [MPO®ECOP PAIEB.

BB Bpb3Ka ¢ mocTeIHI0 B HaumoHaTHaTa 31paBHOOCHTYpHTeTHA Kaca mucmo (KBx. Ne 30-
01-98/15.01.2020 r.). Bu yBe1omsBame, ye MpHTEXaTeIST Ha paspemenHe 3a ynorpeda Pfizer Europe
MA EEIG, benrus. BpeMeHHO NMpPeYCTaHOBSBA NPOJaKOHTE Ha CICIHHTE JCKapCTBEHH NMPOAYKTH, C
MEXIyHapoaHO HenaTeHTHO HauMeHoBaH#e (INN) Somatropin:

- GENOTROPIN Powder and solvent for solution for injection 16 1U/5.3 mg 1 pre-filled
syringe GoQuick (c H30K xox1 HF123) u

- GENOTROPIN Powder and solvent for solution for injection 36 1U/12 mg I pre-filled syringe
GoQuick (¢ H30K xox HF124),

KOETO ce IBKM Ha IPOM3BOJICTBEHM 3aTpyIHeHHs B 3aBozja-mpomssoamten Pfizer Manufacturing
Belgium N.V./S.A., Puurs, Bearus. cBbp3ain ¢ KPaTKOCPOYEH TEXHHYECKH IPOOIIEM.

BpeMeHHOTO IIpeycTaHOBsSBaHE II€ 3acerHe LMTHPAHHTE JIEKAPCTBEHW MPOIYKTH Ha

Obarapckus nasap ciaea 03.02.2020 r.




