JEHALPANMS O COOTBET CTBAN
HAEKJIAPAHT, HPHITHMAIOI M JIEICIAPA HHIO O COOTBETCPBUH
Q00 "Bepuneep Hneenvxain”
Sapezucmpuposano ; Hucnekyun Mucuepemea Poceuieror Dedepatpt 120 nanozan 1t céopast Ne 14 o
Ceaepriosty adsunuempamuaiory orpyey 2. Mockevt OFPH 1037714074420 om 01.10.2003
Adpec: 125171, o. Mockea, Henunzpaderoe mocee, 164, cuip. 3. Tenecpori: 8(495)544-50-44.
B muge: Fenepanviitt dupermop Hagon Hodpouyru
Hosepeunoe mugo: Kysneos A.A., dosepeunocms 121/3 om 16.06. 2016 -

SASIBJUIET, UTO

Aekapemeentioe epedemeo: Jlyrokonare cymonimopii pexmanovuste 10 312 6w, ynarosru éesvsveinogme
koumypnote (1), naku kapmonnwvie, PY No [T NO14230/01 om 10, 09.2008 stidano bepuneep Hicenvxaiiy
Humepuewnn 1 m6X, cepus 633207A, napanus 43513 ynccosor, coden do 01, 10,202 I, npouzeodcman
Hucmumym oe Anzenn C.PJI., Hmanun, nstituto de Angeli S.R.L., Loc. Prulli, 103/C, 50066 Keggello , irenze,
Italy, koo OKIT 93 2344, koo TH B3] 3004900002, konumpasn Ne 42652 om 22. ] 2.2011 &, uneone
NeDOO1443737 om 06.12.2016 2.

COOTBETCTBYET I'PEFOBAHMSIM

TTNO14230/01-100908 (HF] 42-6946-06 s, No | '

JIEICITAPATLHSI IIPHIISITA HA OCHOBAHUH

npomaokoi ucnotmannit Ne 6322 a1 om 15.12.2016 HIT 000 HU "DAPMOBOPOHA" ammecman
axkpedumaiu POCC RU.0001.21DJI40 om 07.07.201 6, Cepmughuxam POCC 11 dMOS.C74332 om
15.12.2016
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OPI'AHl IO CEPTHOHKAIIHU, 3SAPEIICTPHPOBABLINE AEKJIAPALHIO

RA.RU.HIPMOS OPIAH 1O CEPTHOHKAIIMA ITPOGVKITHH OBH{ECTBO  OFPAIHUEHHOM
OTBETCTBEHHOCTLIO "OKPY)KHOM HEHTP KOHTPOUS KAYECTBA ", adpec opeamirsap: 105062,
e Mockea, Dyparaunois nep., 0.10, emp, 1, aopec opaanda no cepnudburai: 115280, . Mockea, yo.
Macmeprosa, 0. 4, men. ((495)788-02-88, se6-caiim: oyxx. peh.

kn 45

JAEKJTAPALMSL O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC IT DNO8. 46611
ﬂAggj?’mr-nc;rm, UM 16.12.2016

(Y (D

S i p

. Hinenro VLB,

r . A L

i, PRI NOANICH Pyxososuitent opraua
Scepitufuratie §

Sy O s
i b +




Cepr. Ne: 16007825

Huctaryro ne Anrems C.P.JL Ilpynn 103/c- 50066
Perresuio (Gnoperuan) — Hranus

Jlunensna ua opousroncreo Ne: aM-32/2016 ox 02/03/2016

HuceruTyTO e AHrenu

CepTrHdHKAT aHAIH32 B COOTBETCTBHS

Ha3ssanue texapcTBeHHOr0
cpeacTBa:

AYJIBKOJIAKC cynnosuropus pextamsHbre 10 Mr

Cepusa Ne: 633207A Ne ananmza; 16006530-2-1
Apruxya Ne: 463105 Hara npowsogersa:  05.10.2016
Cepra npoMexyToIHore npogyKTa: 633207 Cpox rogaocry: 10/2021
BIX xox/ YnaxoBouHbIi MaTepnan: Amomunnerad ponrra  Hanewatano: 22.11.2016
TecroBan cneuudukamns Ne; 1015369-986R-01 Kon sakasauxa: 349210
llpomssoacrBennas coenupuranng Ne: T 061-10
Perncrpannonsoe canaereaberso Ne: IT N=014230/01
Crpannua: 1
HenviTanpe Crneunduxanus Pesvasrar Ouenka
Onucanue
Bereie unu cnerka xerroBarsle crewH B GopMe Topriefsl,  CoorserctByer €
© TTIAZIKOR WITH CTIETka MACHAHHCTON HOBEPXHOCTLIO H
yriyGreHube B OCHOBAHHH
PacnagaemMocts
<= 30 muu 8 C
Pazmep uacTuy
Mpnkpockon. HecTeoBanue (-)
He Gonee 5-u yacTuy Gonbine 50 MUKPOR U He Gonee Cooteercrayer C
ONHOA YacTHIE! Gonbwe 150 MuKpoH B nosie 3peHns
MopunHocTE
LA 96 A (6ucaxogmnn)
CooTBeTcTRYeT craufapry CooteercrByer €
HoctropoHuue npuMecH
LA 96 A nomy-smp (BIXKX)
<=1,3% 0,3 C
(exsupanentro 1,5% pacnaemeroca LA 96 A)
Jlrobas oTaenbHAR HecneUHDHUHPOBAHNAS PHMeCE )
(BIXX)
<=0,2% 0,0 C
CymMa Beex npumeceii
(BIXX)
<=1,8% 0,3 C
OnHOpOIHOCTE J03HPOBIHHS N0 COACPAAHMIO (Erp.D.)
LA 96 A (6ucaxonnn) 9,97 9,93 10,73 G
10,56 9,78 9,75
9,71 9,72 9,95
9,80
Cootrerctsyer C
LA 96 A (6bncakopnn)
CrannapTHoe OTKIOHEHHE 0,36 -
LA 96 A (bucaxonua)
OTHOCHTENBHOE CTAHAAPTHOE OTKIOHEHHE 3,6 -
LA 96 A (6acaxoumn)
Cpenuee 3nauenue 9,99 -
LA 96 A (6ncaxoann)
Mun.3HauerHe 9,71 -




Cepr. Ne: 16007825

Hucruryro ne Anrenu C.P.JL Ilpynnu 103/c- 50066
Perremno (®roperims) — Hrams HHCT"TYTO ae AHresu

Jluuensng ua nponssoncteo Ne: aM-32/2016 o1 02/03/2016

Ceprnduxar aHaIH3a ¥ COOTBETCTBHSA

Ha3ssanxe JeKapcTBeRHoro AYJIBKOJIAKC cynnosuropuy pexTansabie 10 mr
cpeacTsa:

Cepusn Ne: 633207A Ne ananwmag; 16006530-2-1
Apruxyn Ne: 463105 Jata mpomasogcrsa:  05.10.2016
CepHS NPOMEXYTOUMHOI0 OPOAYKTa: 633207 Cpox rogmocru: 10/2021
BIX xop/ Ynaxopounsii MaTepaan: Amommunesas ponsra  Hanewaramo: 22.11.2016
Tecrosan cnenudmxanna Ne: 1015369-986R-01 Koz 3axasunka: 349210

IIponsponcTeennan cienmdaicamms Ne: T 061-10
PerucrpaunonHoe cBHEeTIRCTEO No: IT N=014230/01

Crpannua: 2
Hempiranue Cneuuduxanns Peayabrar Ouenxa
LA 96 A (bacaxoamn)
Makc.3Ha4YeHHe 10,73 -
Konuaecrrennoe onpeagenenne
LA 96 A (6ncaxoana)
9.5 - 10,5 mr/ceeua 10,0 e

Pasmep sbutymensol cepuu (r): 43513 - Ipumeyarue; JaHBad cepHA BEITYIEHA UTx CHEeYIOMX CTPaH:
Poccuiickas @enepauns (Homep HopmatueHoro nokymenta: [T Ne014230/01-100908, Ham.1)

Ouenxka: CooTBeTcTBYET

3asBneHHe 0 cepTHRhMKaum:

HacTroAmum NoATBEPRKAR10, 9TO BLIMICYKAIANHAY HHOOPMALAS ABTAETCH OCTOBEPHOI H NpaBHALHOIA.
ManHas cepusi 1EKAPCTBEHHOro CPECTRA (POUIBEALHA, BKIIGAS YIAKOBKY A KOHTPO/Ih KAYecTBa, B
YKA3aHHOM BEIIOE MECTe B NOTHOM COOTReTcTBHH ¢ TPpeGosanuamu GMP mMecTHOro peryasTopHoro oprana u
CHeH(HKALHSAM, 32PerHCTPUPOBAHHEIM B HMIIOPTHPYIOMm el cTpane.

OT9eThI 0 IPOH3BONCTBE CEPUM, YNaKOBKE H KOHTPO.Ie KAYECTBA GBLIH NPOBEPeHbI H NPH3HARK]
COOTBETCTBYIOIMMNE TpeGoBanuam GMP.

Jrobbie oTwionenns G113 ONEHeHbI A0 BLITycka cepun, Jlannas cepus BLINYIEHa YIIOTHOMOYEeHHBIM
JHLOM.

VnonsoMouennoe nuuo: Hoonucs
Hara: 22.11.2016

Cepns nposepena (Otaen dapmauesTiieckoro Bbitycka): Jp. Bearpnae Hannunu Hara: 22.11.2016 P
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