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-MHHUCTEPCTBO 3HPABOOXPAHEHMA
POCCUNCKOU OEAEPALIAN

: Pemapaunomme ylociosepenne

‘J]eKapCTBEHHOFO Hpepapara 1 MEAHHHHCKOTO Ilpl’lMEHeHl/lﬂ
JIII-N°(002342)-(PF-RU) !

(Homep pemcxpaunoaaoro YAOCTOBEPEHHs nexapcmeﬂnoro npenapaTa)

B coemewc*rmu ¢ [paBuIaMu perucTpamyi 1 SKCIePTH3bI JEKapCTBEHHBIX cpe}.tcn; LTS M mmnn
~ npmweue}mx HACTOsIlee PeruCTPalHOHHOE ynoc*rosepenue anaﬂo 4

Hﬁﬁﬁéﬁoéaﬁue n‘epac‘a-renﬂ . Xodﬂmanﬂ-ﬂsi'i’om JIT mygeﬁuap 3
| PErMCTPALMOHHOIO Y10CTOBEPEHMUSI: F. Hoffmann-La Roche Ltd, Switzer ;mé; f{

3 Anpeé ép)lcaTe.rm PErHCTPaLMOHHOrO ['pensaxepirpacce 124, 4070 Bazens, 111 e
ynoc”ronepennﬂ' ; Grenzacherstrasse 124, 4070 Basel, Swit:

| Mara pechpaunn. ; s 16.05.2023

4 .}Ia'ra HCTeYeHUst CpoKa nei‘lcml«m = 5
= pemc'rpaunonkﬂoro YAOCTOBepeHuUsi:

JlaTa noaTBep:KAEHUS PErncTpalny
|(mepepeructpaunn):

~ |Hara BHECeHHs H3MeHeHHUii
(nepeoopmiiennsi) B perucTpauHoHHOE
~ |yAocToBepeHue:

|\ laTa pemc’rpélmn B pedpepeHTHOM 16.05.2023
l,"o'cynachBe:

ATBEPIKAET, YTO JIeKapCTBEHHbII MPETapart 3aperuCTPUPOBAH U Pa3peleH K Menuunﬂcxcomy npH!
a eppmopnn

Poccuiickoii @enepanuu

(rocynapcTso — usien EBpasuifickoro 5KOHOMHYECKOTO CO03a)

HWudopmarys o 3aperucTpupoBaHHOM NIeKapCTBEHHOM npenapare

Topronoe HaHMeHOBaHHUeE JIEKAPCTBEHHOr 0 anuepa®
npenapara:

p'nuoe HENaTeHTOBAHHOE MeToxcnnonuaTmeurononh-ancamﬁﬁs
, HanMeﬂanaﬂue (MHH), uiu o6uienpunsitoe HHHHHA
(rpyumlponoqﬂoe) HaMMeHOBaHHe, HIH
| XHMUYECKOe HAUMEHOBAHNE AKTHBHO
q»apmauesmqecxoﬁ cyGeranuum
|(npn orcy'rc'rmu MHH):

' ‘Jle pmi eHHaﬂ tbopma. ‘ paCTBop ans Bﬂyrpﬂseﬂﬂom H uonxoxmom

i ll03"90§‘¢3(f?')= s 2 50 MKr/0. 3 M1, 75 MKT/0. 3 miI, 100 MK y )

@opma(-bl) BeINyCKA: ¢ [pacTBOp Mt BHyTpuBemmm 1 TIOAKOKHOTO BB
X 50 mkr/0.3 mn, 75 Mxr/0.3 mu, 100 Mkr/0.3 mi
TIOOHK) X 1 + crepunbHas urna ais MHBEKLHI
(nmayka KapTOHHas);

ynakoBka "in bulk":

[paCTBOp JU15t BHYTPHBEHHOTO U nonxoxmoro B




Crpanuua 2 peructpauuonHoro ynocrosepeHus Ne JII1-Ne(002342)-(PT"-RU)

(mauka KapToHHas)

13 |CocraB iekapcTBEHHOTO Mpenapara: METOKCHNOMUI THIICHTITHKOJIb-31109THH Geta 50 MK,
75 mkr, 100 MKF, BCTiIOMOTaTENIbHbIE BELECTRA
; (L-mMeTnoHMH, HaTpus Cyabhat 6e3BOIHbIN, HATPUS B
il aurunpodocdara MOHOrUApPAT, MAHHATON, TIONOKCAMED i
(1 188, xj0pucToBOOPOIHAA KHCIO0Ta pa3daBieHHAS Wik
HATpUs THAPOKCHIA PACTBOP, BOJAA [UTS HHBEKIIHIA)

14 |Cpok roaguocTu: 3 rona

Hugopmais 0 n1pousBoaUTENE J1EKAPCTBEHHOTO NpenapaTa (Ha3BaHus U afipeca NPOU3BOACTBEHHBIX MIOMIAN0K, ||
Al
YYacTBYIOLIMX B MPOLIECCE NPOM3BOCTBA JEKaPCTBEHHOTO MpernapaTa) it

Ne | Cragus npousBoacrTBa | HazpaHue opraHusanumn AZpec MPOM3BOACTBEHHOMN MIOIIATKH
(BCe YHJACTHUKHU :
HPOM3BOACTBEHHOTO
npouececa) i
I | IIpousBoactBo rorosoit | ®. Xoddmanu-Jis Pomw Jitx., Bropmucser, 4303 Kaizepayrer,
nexapcTBeHHOM opmbl | IlIBeituapus / F. Hoffmann-La Isenapusa / Wurmisweg, 4303 i
Roche Ltd, Switzerland Kaiseraugst, Switzerland 7
2 |IlepBuuHas ynakoBka ®. Xopdpmanu-Jls Pomr JIta., Bropmucser, 4303 Kaizepayrer,
HIsetinapus / F. Hoffmann-La Iseiinapua / Wurmisweg, 4303
Roche Ltd, Switzerland Kaiseraugst, Switzerland
3 | BropuuHas ynakoBka Pom Jnarnoctuke I'M6X, Cannxoep Lltpacce 116, 68305
I'epmanus / Roche Diagnostics Manmnreiim, 'epmanns / Sandhofer Strasse
GmbH, Germany 116, 68305 Mannheim, Germany
i 4 |BropuyHas ynakoBka AxuunonepHoe obuectso "OPTAT" | 157092, Koctpomckas 0011,
i (AO "OPTAT"), Poccus CycaHuHCKMH paiioH, ¢. CeBepHOe, MKD.
it XapuTOHOBO
i 5 | Beimyckaromuit Pom [Inarnoctukc 'moX, Canzaxogep Llrpacce 116, 68305
KOHTpOJIb KauecTBa I'epmanus / Roche Diagnostics Masnnreiim, 'epmanns / Sandhofer Strasse
GmbH, Germany 116, 68305 Mannheim, Germany
6 | Beimyckaromuit Axuuoneproe o6iectso "OPTAT" | 157092, Koctpomckas 0611,
KOHTpOIIb KaYeCcTBa (AO "OPTAT"), Poccus ,nyp";afﬁiflﬁz;K@\paEOH, c. CeBepHOE, MKD.
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