000 bepsimH-Xemu/A. MeHapmHun

MNOATBEPKJIEHHUE COOTBETCTBUA

Ne IIC-1091A
Toprosoe HanMeHOBaHHE JInoroH® 1000
MexiyHapo/IHOe HeMaTeHTOBAHHOE HAUMEHOBaHHe IenapuH HaTpus
(rpynmMpoBOYHOE MIIH XUMHUYECKOE)
JlexapcTBeHHas dopmMa refb Ui HApY)KHOTO NPUMEHEHHUS
Jlo3upoBka 1000 ME/r
dopma BBIITYCKa 30 r, TyObl, MauyK{ KapTOHHEIE
Howmep cepuu (naptuu): 1091A
O0beM cepHH(TIapTHH) 61 776
Jlata BBIyCKa 01.06.2021
I'oneH no 31.05.2026
HaumeHoBanue H azpec mnpoussoaurens (c | llpomsBoauTein-
yKa3aHHEM CTaJHH NPOH3BOJICTBA) A .MenapiHH M3H10ekuepHHr

Jlomxuctukce 301 Cepucus C.p.JI
(Via Sette Santi 3, 50131, Florence,

Italy) Utanus
Bopimyckaommii KOHTPOJIb KavecTBa-
A MeHapuHH MbHiodexkuepuHr

Jlomxuctuke 311 Cepsucus C.p.JI
(Via Sette Santi 3, 50131, Florence,
Italy) Utanus

HomMep 1 nata perucTpalldiOHHOrQ Y0CTOBEPEHHA I[TN012107/01 ot 16.09.2011
Hata nepeodopmnenus 12.05.2020

Howmep 1 naTa HOpMaTHBHOH JOKYMEHTaLHH 11 N012107/01-120520
HaumeHoBaHHe H azpec nepxarens | A.Menapunu UHaycTpud
PETUCTPALHOHHOIO YI0CTOBEPEHHA ®apmayeyTuks Puynurs C.p.1., Uranus

(Via Sette Santi 3, 50131, Florence,
Italy) Uranus

HacTosimuii JOKyMEeHT NMOATBEPKAAET:

-JIaHHBIH JIeKapCTBEHHbIH npenapar cooTBeTcTByeT 61-03 «OO6 oOpalleHHM JleKapCTBEHHBIX
CPEICTB...»;
-cepHsl JIEKapCTBEHHOTO IMperapaTa COOTBETCTBYeT TpeOOBaHHMAM, YCTaHOBJIEHHBIM IIpH €ro

rocy1apCTBEHHOH perHcTpaltu

=== 0KOIOB B.JA.  15.09.2021

(moAmuCH) (mata)

KOpuau4eckui anpc A, 123317, r. Mockea, MpecHeHckan HaGepexHasn, a. 10
MouToBbin anpec: Pocecun, 123317, r. Mocksa, NpecHeHnckan HabepexHasn, 4. 10
Tenedpou: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAITU3A
Mpoaykr : JluoTou® 1000, rens ans HapyXHoro npumMeHexus 1000 ME/r
Koz npoayxra ! F134861
N2 cepum i 1091A
Hara uarotosnenus : 01/06/2021
Jara ucreveHus Cpoka rogHocTH : 31/05/2026
Dara Bbinycka cepum : 30/06/2021
HopmaTtueHas JokyMeHTaLus : MN012107/01-120520
feficTayouee BellecTso : FenapuH HaTpus
MpoussoauTens AeACTBYIOWErO BEWeECTBa | Nanjing King-Friend Biochemical Pharmaceutical Co.Ltd , Kutait
O6vem cepuy (KONMHECTBO YNakoBok) : 61776
Mokazarens Cneundukaumn Pesynerarel
Onucaxue BecuseTHbIR nNK CO CNerka XenToBaThLIM OTTEHKOM, NOYTH BecuseTHuIA, noyTK
NPo3payHbIil renb BAZKOU KOHCUCTEHUMN © Npo3pavHbii renb BAIKOR
XapaKTepHbIM 3anaxom. KOHCUCTEHUMN C XE8PaKTepHLIM
3anaxom
I Egﬁﬂhﬂﬂogb
- Menapux Hampus Mpenapar gomkeH oBnagaTe aHTUKOANYNAHTHLIM AeRCTBUEM MonoxuTrensHo
- MemunnapazudpokcubeHaoam u 3Havenue BTopoik NpoussofHON YO-cnekrpa nornoLyesus MonoxuTrensHo
nponunnapazudpokcubexsoam WCNbITYeMOro pacTeopa B AuanasoHe ANUH BONH oT 220 HM 4o
350 HM AOMKHO UMETE MUHUMYM NOrNOLIEHMA NpU (304:£1) HM 1
MakcuMym nornoleHna npu (321+1) Hm.
BpemeHa yAepKuBaHUA OCHOBHBIX NUKOB Ha XpOMaTorpamme MonoxutensHo
MCNLITYEMOrO pacTBOpa AC/KHLI COOTBETCTBOBATL BPEMEHaM
YASPXVBAHUA NUKOB MeTunnaparuapokcubeHsoara u
nponunnapararugpokcubeH3oata Ha xpomarorpamme
CTaHAPaTHOTO PacTeopa
Macca coaepXuMora ynakosku He meHee HoMuHanbHOro aHadeHus 30 r 31r
OpHOPOAHOCTR MO Macce: CooTBeTcTBYET
10 Ty6: 2 90 % nnun
297y6:>290% n 1 1y6a: <90 %
pH Or55406,0 58
KonuuecrseHHoe onpeaeneHne KOHCEePBIHTOB
-MeTtunnaparuapok-cubeHsoar o1 0,108 r go 0,132 r meTunnapa-rmapokcubersoarae 100 0118r
npenapata (oT 90 % f0 110 % OT 3aABNEHHOro COAEPXKaHNUA)
-[ponunnaparugpok-cubeHsoar ot 0,027 r ao 0,033 r nponunnapa-rmapokcubensoata s 100 r 0,030r
npenapara (oT 90 % a0 110 % oT 3asBNEHHOro CofepXaHus)
- CymmapHoe cojepxaHue ot 0,135 r go 0,165 r meTunnapa-rugpokcubexsoara u 0,150r

nponunnapa-ruapokcubensoara B 100 r npenapata (ot 90 %
A0 110 % OT 3aABNEHHOr0 CO-AePXaHus)
Mukpobuonornyeckas YUCToT

OKAM He Gonee 102 KOEB 11 0 KOE/r

(Obwee konn4ecTBo aspobHbIxX

MUKPOOPraHuaMos) ,
oKanr He Gonee 10' KOEB 11 0 KOE/r

(Obwwee KONUHECTBO APOICKEBLIX U
nnecHesbix rpnbos)

- Pseudomonas aeruginosa oTcyTcTE. B 11 CooTsercTeyer
lococcus aureus oTCYyTCTB.B 1T CoorseTcreyeT

A MENARINI MANU ACTURING LOGISTICS AND SERVICES s.1.l. - SOCIETA' CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 055 01 - FAX +39 055 582771
WWWMENARINIH’-CAPTT LE SOCIALE € 42.650.000,00 LV. - CODICE FISCALE, PARTITA [VA EHEG&STF\OIMPFIHEF[RENZE 0‘825“
STABILIMENT] DI PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI SCANDICCI, 37 - 50143 FIRENZE / VIA CAMPO DI PILE - - 67100 L'AQUILA
SOCIETA SOGGETTA ALL'ATTIVITA DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.A.L. - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.I. 00395270481

Aziende del Gruppo Menarini
MALESCI - Firenze, F.LRM.A. - Firenze, CODIFI - Firenze, A. Msmmm FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.

M? ms@#mcc‘g"uw LEGISTICS AND' )SEPFgI‘ECES FW.I%EELH 4 e Pisa, MEgARINI RICERCHE - Fﬂ'ngﬂ: Hng-leh' MENARINI BIOTECH - ana)z!s. GUIDOTTI - Pisa, IliunngAHMglCQ -
ilano, e Lomagna (Lecco MEZIA ENG| FINANCE SERVICES - Pomezia, renze e Casaletto Lodigiano [AXYNETHIC - Rapol eme (SI),
MENARINI NEW;TEGH magE I'l‘LAUA Firenze, RELIFE - Firenze. A - ok
0; ALBANIA - Tlrana, ARG uenos Alres, ARMENIA - urmn.AuSTRAUAaNUOV ZELANDA - 8ydn AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
lnsk OSNIA-ERZEGOVINA, - nvo. BULEAR - Sofia, CINA - Pechino & Shan, COREA DEL SUD - Seul @ Y.Y' n, COSTAHICA - Jose', CROAZIA - Zagabria, DANIMARCA - &
EL SALVADOR - San Salvador, E IA - Tallinn, FILIPPINE ~ Manlia, FINLANDIA - , FRANCIA - Parigl, GEORGIA - Thilisl, GERMANIA - Berfino e Dresd ECIA - Atene, GUA - Citta
R L L S S S S s, PG B s s Dvil
f - U,
NICARAGUA - Mana; ‘:' -Vars - ML?TH%NO UNITO - Londra, ICA A - Praga, R IA -

2, OLAND, anama, PO arsavia, - Bucarest, R
Maosca, SERBIA - Be graao SINGAPORE A;!Papora, SI.OVAOCHM Branslavn. SLOVENIA - Lubi SPAGNA - Barceliona, SUD AFRIGA - "gammn SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAWAN
- Taipel, TURCHIA - Istanbul, TUR UCRAINA - Kiev, UNGHERIA - Budapest, EWSTAN-MM VIETNAM - Chi Minh,

Diagnostica: AUSTRIA - Vienna, BELGIO Zamﬂm FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Atene, ITAUA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - ~ Londra,
Mod, 01720211



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

KonuyecTeeHHoe onpeaeneHue
lenapux Hampus Ot 90000 ME g0 105000 ME renapuxa Hatpus 8 100 r 95746 ME/100 r
npenapata (o1 90 % 40 105 % OT 33RBNEHHOIO COAEPKAHUA)

Ynakoeka Mo 30 r npenapara & anoMUHKEBYI0 TyGY, NOKPLITYIO M3HYTPH CooTseTcTeyeT
3MNOKCUAHOW CMONOM, € HABUHUUBAKOLUMES KONMNEUKOM-
nepcopatopom (NONUATUNEH/NONUNPONUNEH).
Mo 1 TyBe ¢ MHCTPYKUWET NO NPUMEHEHUIO B KAPTOHHON nadke.

Mapkupoeka Pesyntrars!

1) NepeuyHan ynakoska NeKapcTBEHHOro npenapara
a e H bl Ka3big
-HaUMEHOBaHWe PUPMbI-NPOUSBOAUTENA, CTPaHY

- HaumeHoBaHue uUpMbl-aucTPUGLIOTOPA, CTPaHY

- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuye)
- TOProBOe HauMeHoBaHWe npenaparta®

- MEXAYHaPOAHOR HeNaTeHTOBaHHOE HaVMeHoBaHWe

- nexapcTeeHHyo gopmy, akrusHocts (ME/T)

- KONWYECTBO Npenapara B YNakoeke

- copepxanue feicTeyowero sewecrsa B 100 r rens

- YCNOBUA XPaHEeHUn
«lMpotusotpomboTudeckoe AelcTene»

«MpoTuBCBOCNANUTENLHOE AeliCTBUEY
«lMpoTusooTedyHoe geidcTBue»
«CobniogaTe NPUNOKEHHY WHCTPYKUMIO NO NPMMEHEHWIO Npenaparan

«JlexapcTeeHHOe CPEeACTBO XPaHUTE B HEAOCTYNHOM ANA AeTeil mecTe!»

- YCNOBWA OTNYyCKa

Ne cepuu:

loaeH po:

- NPOU3BOACTBEHHLIA KOA
2) Bropv4yHan ynakoska
Ha kapToHHOM nauke H

- HaumeHoBakHue PUPMbI-NPOUIBOAUTENA, CTPaHY

KOM S3b1 23bi8

- HaMmeHosaHKue upmMel-gUucTpubeiOTOpa, CTPaHY

- norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
- TOProBoe HaumeHoBaHue npenaparta®

- MEX(YHapo4HOe HENaTeHTOBaHHOe HauMeHoBaHue

- NeKapcTBeHHyio opmy, akTueHocTs (ME/T)
- KONWYECTBO NpPenapara B yNakoske

- coaepxanue geiicteyrolero sewectsa B 100 r rena

- YCNOBUA XpaHeHua
«MpoTueoTpomBoTudeckoe geAcTemner

A. MenapuHu Manhex4epuHr
JoaxucTuke aHp Cepeucus C.p.n., Utanus
Bepnus-Xemu A, Mepmanua

BERLIN-CHEMIE/MENARINI

INuoTon® 1000

FenapuH HaTpus

lens Ans HapyxHoro npumexexus 1000 ME/r
30r

B 100 r rena copepxuTcs renapwHa Hatpus — 100000
ME

XpaHuTb Npu TEMNEepaType He Boiwe 25°C
yKasaHo

yKa3aHo
yKaaaHo
yKa3aHo

yKasaHo
Bea peuenta

1091A

05/2026
Hmeerca

A. MeHapuHu MaHohekepuHr JIOAMUCTUKS SHA
Cepsucua C.p.n., Utanusa
Bepnun-Xemu Al', FTepmanns

BERLIN-CHEMIE/MENARINI
JlnoToH® 1000
lenapu HaTpust

lenb ans HapyxHoro npumereHus 1000 ME/r
30r

B 100 r rens COAEPXUTCA renapuHa HaTpus - 100000 |
ME
XpaHuTb Npu TEMnepaType He Bbilwe 25°C

yKasaHo
ykasaHo

«npo-rusosocnanwrenwoe AeicTBue»
A MENAHINWM BERVICES s.r, - SOCIETA’ CON SOCIO UNIGO - SEDE - YHPABEGLING PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX +39 055 582771
CAPITALE SOCIALE € 42.650.000,00 LV. - CODICE Fi PARTITA IVA E REGISTRO IMPRESE FIRENZE 05006670422
ABILIMENT] D) PRODUSIONE: ViA SETTE SANT. 3 - eor FINENTE T Aas DlALE ICCI, 37 - 50143 FIRENZE / VIA CAMPO DI PILE - 67100 LAQUILA
SOGIETA SOGGETTA ALLATIVITA DI DINEZIONE £ COORDINAMENTE DI A MENARI DA Aol 37 - S0143 FIRENZE | VIA CAMPO ¢ SANTI, 3 - 50131 FIRENZE - P, 00395270481

Azlende del Gruppo Menarin|
Italla: MALESCI - Firenze, F..R.M.A. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTHIE FARMACEUTICHE RIUNETE Firenze, A.
MENARINI MANUEACTURING LOGISTICS AND' SEFWICES Flmnz-. L'Aquila e Pisa, MENARINI RICERCHE - Firenze e Pomezia, MENARINI BIOTECH - Pomezia, GUIDOTTI - Pisa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa e Lomagna (Lecco), P ENGINEERING & FINANCE SERVICES - Pomezla, LODICHEM - Firenze e Casaletto Lodigiano (LO), VAXYNETHIC - Rapolano Terme (SI), A.
MENARINI NEWTECH - Firenze, HELI ALIA e. HELIFE- Firenze.
Mondg: ALBANIA - Tirana, ARG MENIA - Yerevan, AUSTRALIA e NUOVA ZELANDA- Syadney, = Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, EIELOHUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sm BU GARIA Saﬁa CINA - Pechino @ , COREA DEL SUD su IY In, COSTARICA San Jose', CROAZIA - Zn'gabd a, DANIMARCA - Copel
EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE - Manila, FINLANDIA - FRANCIA - Parlge - Thilsl, GERMANIA - Berlino & Dresda, GFECIA - - Atene, GUATEMALA - ma
del Guatemala, HONDURAS - Tegucigalpa, HONG KONG - Hong Keng, INDIA - Ahmedabad, Mumbal @ Nuova Deihl, INDONESIA - Bekas! eJakann. |RLANDA - Dub!lno © Shannon, KAZAKISTAN - Almaty,
LETTONIA - Riga, LITUANIA Viln!us USSEMBURGO - Lussemburgo, MALESIA MOLDAVI

KIRGHIZISTAN - Bishkek, - Kuala Lumpur, MESSICO - Citta' del = Chisinau, MONTENEGFIO- rica,
NICARAGUA - Manalqua. OLANDA - Amsterdam, P, - Panama, POLONIA - Varsavia, < REGNO UNITO - Londra, REPUBBLICA CEGA - Praga, ROMANIA 1A -
Mosca, SERBIA - Belgrado, SINGAPORE - SIMIWMSLOV&C#L{M - Bri aovmmm SPAGNA - sUD SVIZZERA - Zurigo, TAILANDIA Blngkmg TAIWAN

AFRICA -
- Taipel, TURCHIA - Istanbul, TURKMENISTAN - INA - Kiev, UNGHERIA - UZBEKISTAN - Tashkent, VIETNAM - @ Ho Chi Minh.

Diagnostica; AUSTRIA - Vienna, BELGIO - Zaventem, FRANCIA - Parigi, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Londra,
Mod. 0120211



T
a
=z
frr}
H

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

«CoBmnioAaTe MHCTPYKUMIO NO NPUMEHERMK NPENapaTta, KOTOPaA Hax0AWTCA  YKa3aHo
BHYTPM YNakosKu»

«[lekapcTeeHHOR CPEACTRO XPAHUTE B HEAOCTYNHOM ANA feTeil mecTels yKa3aHo

- PErUCTPaLMOHHLIR HOMEp M N012107/01

- cnocob npuMeHeHus ANS HARYXHOr0 NpUMEHEeHUA
YCNOBMA OTNYyCKa Bes peuenta

Ne cepuu: 1091A

[aTa uaraToBneHus: 0672021

loaeH ao: 05/2026

LUTPUX-KO, nMeeaTcs

- HEBMAMMbI 3HAK 3aLLUTHI nMeeTcs

- NPOU3BOACTBEHHbIA KOA nmeeTca

- 3TUKETKa KOHTPONA NEPBOro BCKPbITUA He UMeeTcs

- CPEACTBE UAEHTUDUKALMN CUCTEMbI MOHUTOPUHIE ABIKEHWA uMmeercs

neKapcTBeHHbIX NpenapaTos

XpaHeHue Mpu Temneparype He Bbiwe 25°C
Cpok roaHocTH 5 ner

Cepruchukar: BollueykasaHHas cepus oTeedvaer TpeboBaHuAM HOPMATUBHOA AOKYMEHTALMM,

A.Menarini Manufacturing
Logistics & Services S.r.l.
Sito Produttivo
Via Sette Santi, 3 - 50131 Firenze

YnonHoMo4eHHoe nuyo

[-p Nyka Hanxe.

A MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r.I. - SOCIETA® CON SOCIO UNICO - SEJE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX +38 055 582771
WWW.MENARINLIT - CAPITALE SOCIALE € 42.650.000,00 LV. - CODICE FISCALE, PARTITA IVA E REGISTRO IMPRESE FIRENZE 05006670482
STABILIMENT]| DI PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI SCANDICCI, 87 - 50143 FIRENZE / VIA CAMPO DI PILE - 67100 L'AQUILA
SOCIETA SOGGETTA ALL'ATTIVITA DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.I. 00395270481

Aziende del Gruppo Menarini
Italla: MALESCI - Firenze, F.LR.M.A. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FAFIMAGELH‘ICHE RIUNITE - F.lrenz
MENARINI MANUFAGTUHING LOGISTICS AND'SERVICES - Firenze, L'Aquila e Pisa, MENARINI RICERCHE - Firenze e Pomezla, MENARINI BIOTEOH Pomezia, GUIDOTTI - Pisa, LUSO! RMACO -
Milano, LUSOCHIMICA - Pisa e Lo rr(ucce) POMEZIA ENIEINEERI G & FINANCE SERVICES - Pomezia, LODICHEM - Firenze @ Casaletio Lodigiano (LO), VAXYNETI-IIG - Rapolano Terme (SI), A

MENARINI NEWTECH Firenze,

Mondo; Al - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRALIA @ NUOVA ZELANDA AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
Minsk, EOSMA-EHZEGOV!NA m BULGAHIA Sofia, CINA - Pechino @ Shanghal, cDREA DELSUD seuluvggn, COSTAHK:A- Jm CROAZIA - DANIMARCA - cupenhagen.
EL SALVADOR - San sa.lvndor EST ammkl'gl.IPFENE Manlla, FtNLANDlA elsinki, FRAN! Berling é Dresda, G - Atene, GUATEMALA -

del Guatemala, HONDURAS - HONG KONG % - Ahmedabad, Mumbal e Nm mwum .Iahﬂl. IRLANDA - Dublino € Shannon, KAZAKISTAN - L
KIRGHIZISTAN - Blsl\hel:. I.En ux- mumu vumus. SSEMBURGO - Ll.lumbﬁ MALESIA Kmll clu'dulmnho. MOLDAVIA - MONTEN - Podgorica,
NICARAGUA - Managua, OLANDA An-maruam - Panama, POLONIA - Varsavia, uurro- BaucA CECA - Praga, ROMANIA - Bucarest, RUSSIA -
Mosca, SERBIA - Belgrado, SINGAPORE - Wpou. sn.owccum Bratislava, smvanm-uml SPAGNA- Bmsuo AFHIOA ngm», SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN

Istanbul, TURKMEN! Ashgabat, UCRAINA - Kiev, UNGHERIA - Bu:hput.

- Taipel, TURCHIA -
Dlagnestica; AUSTRIA - VmBELGIO Zaventem, FRANCIA - Parigi, GERMANIA - Berfino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, m-mﬂﬁﬁﬂom-wa.

Wod. 017202141



