'
<
-4
[}
H

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUDUKAT AHAJTU3A

MNpogyxt ¢ ®actym®, rens Ana HapyXkHOro npuMeHeHWs 2,5 %
Kon - F133106 .
NE cepun : 0147A Pazsmep cepun : 38718 ynakosok
Jara varoToeneHms & 08/07/2020
Aara ncTUYeHns CpoKa rogHocTy $ 30/06/2025
Dara sbinycka cepum : 04/09/2020
HopmaTusHas goKymeHTauus 4 MN012306/01-180220
Hencrsyoulee BeLiecTso : KeTtonpodeH
[MpoussoguTens AEACTBYIOLErO BELecTsa : Zhejiang Raybow Pharmaceuticals Co Ltd., Kurai
MNokazarens | Creundukauna Pesynerar
OnucaHue BGecupeTHbIR, NOYTH NPO3PANHLIA reNb, BASKOR KoHoucTeHum, CooTBeTCTBYET
C XapaxTepHbiM 3anaxom
MopnuuHoCTE
B3XX Bpems YaepmuBaHua OCHOBHOIO NWUKa Ha Xpoma-TorpamMme MonoXuTENbHO

UCMLITYEMOrO PaCcTBOPa A0/KHO COOTBETCTBOBATL BPEMEHN

YAEPXKUBAHUA OCHOBHOMO MUKA Ha XPOMAaTOrpaMme
CTaHOapTHOrO PAcTBOpa keTonpodena.

Y®-cnexrpodoTOMETPUA Bropas nponssogHan Y@- Crnexkrpes NornoweHus MonoxurensHo
WCMLITYEMOro U CTAHAAPTHOrO PACTBOPOE KeTONpodeHa B
Amanasore anuH Bond ot 230 0o 350 HM A0NXKHE UMETL
MEKSUMyM NOrnoweHns npu 274 £ 1 HM 1 MAHUMYM
nornowenns npu 254 = 1 Hm.

Macca coORepX1MOoro ynakosku He meHee 3asenerHoro Ha stuketke { 50 r) 51r
pH 59-64 6.2
PopacTeeHHbIE NpuMecn
3-AueTunbeHzodgeHoH He Bonee 0,2 % 0.0%
2-(3-KapBokcudeHnn)-nponnoHosas kuenora He Bonee 0,2 % 0.0%
Srunoesiit agup ketonpodena (KEE) He Gonee 2,0 % 0.0%
Niobas opyras eAnHnuYHas NPUMecs He Bonee 0,2 % 0.0%
Cymma npumecei (kpome KEE) He Gonee 1,0 % 0.0%
MukpoBuonornyeckas YyucTora
ObBuiee yueno aspobHeix GakTepuit He Gonee 102 KOEsg 11 80 KOE
v rpnbos cymapHo
SuTepobaKkTepum ¥ HEKOTOPLIE ApYrue e Gonee 10" KOEB 11 0 KOE
rpamoTpuuaTencHble Bakrepun
Pseudomonas aeruginosa oTcyTcTEUEB 1T CooTeeTCcTBYET
Staphylococcus aureus ! otcyTcTEmes 11 CooreercreyeT
KonuuecTeeHHOR onpeaeneHue ketonpodena oT 2,375 po 2,625 r 8 100 r npenapara 2472r

(o7 95 ao 105 % OT 3aABAEHHOTO COAEPXKAKUA)
Mo 50 r npenapara B TyObl, 43 MAFKOFC ANIOMUHUA, NOKPLITHIE USHYTPU SNOKCUBEHONBHBIM

YnaxkoBska NEKOM, C HEBUHHMBAIOWWMCA KONNavkom — nepgopatopom {nonuatunex/nonunponuner).  CootsetcTeyeT
Mo 1 Ty6e ¢ MHCTPYKUMel N0 NPYMEHEHUIO NPeNapaTa B KapTOHHOM Nnaqke.
Mapkuposka B coorsetcTevu ¢ HA, pasnen MapkvpoBka CoOTBETCTBYET

Ceptudukar: Bu?:eyaga'aaaﬂaa cepun oTeevaeT TpeBosannam cneuudukaum.
YNonHoMoHeHHoe gqub

A.Menarini Manufacturing
0 Logistics & Services S.ni.
A-p Nyxa Hanwengni Sito Produttivo

Hara suigasu ceprucdukara 09.1X.2020 ' Via Sette Sﬂﬂﬁ, 3- '501 31 Firenze

A, MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. - FIRENZE - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +38 055 §8801 - FAX 438 055 582771
WWW MENARINLIT - CAPITALE SOCIALE E 42.850.00G,00 1.V, - CODICE FISCALE, PARTITA IVA E REGISTRO IMPRESE FIRENZE 05008670482
. STABILIMENT] DI PRODUZIONE: VIA SETTE SANTI, 3 - 50181 FIRENZE / VIA DI SCANDICCI, 87 - 50148 FIRENZE / ViA CAMFO DI PILE - 67100 L'AQUILA
SOGIETA SOGGETTA ALLATTIVITA DI DIREZIONE £ COORDINAMENTG DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L. - VIA SETTE SANT], 3 - 50131 FIRENZE - P.l. 00395270481

Aziende del Gruppo Menarini
ltalia; MALESCI - Firenze, F.LAM.A. - Firenze, CODIF! - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A,
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aquila & Pisa, MENARINI RICERCHE - Firanze e Pomexzia, MENARIN! BIOTECH - Pomezia, GUIDOTTI - Plsa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa e Lomagna (Locco), RESEARCH TOXICO! CENTRE - Pomezia. i
Mondo: ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRALIA e NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Qoﬂa. CINA - Pechino e hal, COREA DEL SUD - Seul e Yongin, COSTARICA » San Jose', CROAZIA - Zagibﬁa. DANIMARCA - Copenhagen,
EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE - Manila, FINLANDIA - Helsinki, FRANCIA - Parigi, GEORGIA - Thilisi, GERMANIA - Bedino & Dresda, GRECIA - Ateng, GUATEMALA - Citia
del Guatemala, HONDURAS - Tegucigaipa, HONG KONG - Han , INDIA - Abmedabad, Mumbai e Nuova Delhi, INDONESIA - Bekasi o Jakarta, IALANDA - Dubling e Shannen, KAZAKISTAN - Almaty,
KIRGHIZISTAN - Bishkek, LETTONIA - Riga, LITUANIA - Viinius, Eugs BURGO - Lussemburgo, MALESIA - Kuala Lumpur, MESSICO - Citta' del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Pacgarica,
NICARAGUA - Manzgua, OLANDA - Amstardam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLO - Lisbona, REGNG UNITO - Londra, REPUBBLICA CECA - Praga, RAOMANIA - Bycarest, RUSSIA -
Mosea, SERBIA - Beigrado, SINGAPORE - Singapore, SLOVACCHIA - Bratislava, SLOVENIA - Lubiana, SPAGNA - Barcallona, SUD AFRICA - Bryanston, SVIZZERA - Zurige, TAILANDIA - Bangkak, TAIWAN
- Taipal, TURCHIA - lstanbul, TURKMENISTAN - Ashgabat, UCRAINA - Kiev, UNGHERIA - Budapes!, UZBEKISTAN - Tashkeni, VIETNAM - Hanoi & Ho Chi Minh.
maignssi;a;AUS“mLk- Viennz, BELGIO - Zaventem, FRANGIA - Parigi, GERMANIA - Bedine, GRECIA - Alene, [TALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, AEGNO UNITO - Londra,
SPAGNA - Barceliona, SVEZIA - Malm8, SVIZZERA - Zurigo.
Mod, 1220151




M 000 bepnnH-Xemu/A. MeHapmHu

HNOATBEPXKXJIEHHUE COOTBETCTBUSA

Ne [1C-0147A
Toprosoe HanmeHoBaHHe QacTymM®
Me:kaynapoHoe HEaTEHTOBaHHOE HAUMEHOBAHHUE Ketonpogen
(rpynnupoBOYHOE HIIH XHMHYECKOE)
JlexkapcTBeHHas dopma reJib )i HAPYXKHOIO NPUMEHEHU
Ho3uposka 2,5%
Dopma BhINyCKa 50r , Tyba, mauka KapTOHHAs
Homep cepuu (naprun) 0147A
O6wem cepuu (napTum) 38718
JlaTa BbInycka 08.07.2020
["ozeH 1o 30.06.2025
Haumenosanme u  agpec npoumssoamrens (¢ ITIpousBoauTenn
YKa3aHHeM CTaJHi NMPOM3BOACTBRA) A.Menapnuu Maniodexyepunr

JlogxucTuke sua Cepeucus C.p.i.
(Via Sette Santi 3, 50131 Firenze, Italy)
Beinyckaromuii KOHTPoIL KavecTBa

A.Menapuun Momiogexuepunr

Jlopxumcruke sug Cepeucuz C.p.i.

(Via Sette Santi 3, 50131 Firenze, Italy)

Homep u 1ata perucTpaliHoHHOTO yI0CTOBEpEHHs IIN012306/01 ot 21.12.2010
Jara 3amensl PV 18.02,2020

Homep m 1aTa HOPMaTHBHOM JIOKYMEHTALMH ITNO012306/01-180220
HanMeHOBaHHe JepKaTess perucTpauMoHHOTO A.Menapunn Uunycrpus
YIAOCTOBEPEHUS ®apmayeytukd Puynurs C.p.1. Mranua

(Via Sette Santi 3, 50131 Firenze, Italy)

Hacrosimmii 1okyMeHT noareep:kaaer:

-JaHHbIA JIeKapCTBEHHBIA npemapaT cooTBercTByeT 61-O3 «OG6 obpalleHuy NeKapcTBEHHEIX
CPeACTB...»;

-CepHs JICKAPCTBEHHOIO Tperaparta COOTBETCTBYET TPeOOBaHHAM, YCTAHOBIEHHBIM TMPH €ro
rOCYapCTBEHHOM perucTpanuu

Sl
; Coxonios B.JI. 17.11.2020
(moanuch) (nara)

000 “Bepnun-Xemu/A. Menapnun”

HOpuauyecknit agpec: Poceousi, 123317, 1. Mockaa, MNpecHeHckan HabepexHasn, a. 10
Moytoseitt appec: Poceus, 123317, r. Mockea, MNpecHeHckas HabGepexHan, a. 10
Tenedyon: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



