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3anpoc o npeocTaBACHHH KOMMEPYECKUX MPe/IJI0KeH i

®I'bHY «®HIIUPHIT um. M.IT. Yymakosa PAH» nmanupyer mposeieHue HpoLeayphl
sakynku amiyst agst mHyx GIBHY «@HIUPUIT im. MLIT. Yymaxosa PAH» (nanee — Tosap) B
cooTseTcTBHU ¢ DesrepaibhbiM 3akoHOM 0T 18 mrosst 2011 roga Ne 223-D3 «O 3akyrikax ToBapos,
paborT, ycayr oTAeTbHBIMH BHIAMU KOPUIAMIECKUX JIHID,
Cniocod 3aKynKH — B 3aBHCHMOCTH OT CYMMBI pacuera HAYAJILHONH MAKCHMAJIbLHON IeHbI
A0T0BOPA.

[Tpocum npesiocTasuTh HHpoOpManuto o croumoctu Tosapa, ykazannoro B Tabuue Ne 1.

OTBer mosKen cojiepikaTh CPOK ACHCTBHS NpPEIIaraeMoil meHbl M PacueT IeHbI
Tosapa. B uacTHocTH, H3 COAePRAHNS MPEAN0KEHHS JO/LKHEI OHO3HAYHO ONPEACAATECS
croumocth ToBapa 3a einHuy.

ITocraBka ToBapa BkIIOUaeT B cedst:

- [TpuoGperenue/usrorosnenue Tosapa. ToBap /10imKkeH ObITH HOBBIM, PAHEE HE HCIONIB30BAHHBIM.
- JlocraBka ToBapa B ajipec 3axkazunka OCYIIECTBISETCS CHIIAMH U cpejacTeamu llocrasimka;
- [lorpyzouno-pasrpy3ounsie paboThl OCYLIECTRISIOTCS CHIIAMH M cpecTBaMu TTocraBiuka;
- PaCXO/Ibl 110 CTPAXOBAHMIO, HAJIOTH, OLIIHHBL, COOPBI M MHBIE 3aTPATHI, CBA3AHHKIE ¢ TTOCTABKOH,
MPOU3BOJCTBOM, IpuodperenreM Ilocrasumkom Togapa.
- l'apantuiineii cpox we menee 12 (/[BeHannarn) MecsmeB O JIHS IIOJIKMCAHHS TOBApHOM
HAaKIIQJIHOH,

Tabruya Ne 1

Ne Kou-o
Haumenosanue nocrasiasiemoro Tosapa
ThIC, IIT.

1. | Amnysst S mi ISO 9187-B-10-CL-OPS ceeTible 64,075

Onucanne u rexHnveckue xapakrepuerukn Tosapa:

Ammygel 5 mui, B u3 Gecusernoro erekia (puc.l): AMIyibl JOJDKHBI OTBE€YaTh TPeOOBAHUAM
MEKJIyHApPOIHBIX CTaHAApToB (papmanesTuueckoil mnpomemurennoctd (ISO, EP). Haumune
PErUCTPaIHOHHOTO YAOCTOBEPEHHS HA M3/I€]HE MEJMIIMHCKOTO HAa3HAYECHHS. AMIIYIIbI JI0JKHBL



OpITh poM3BEsieHBl Ha TPEANpPUSITHH, oTBevaomieMm tpebosanuasm GMP jis miepBHUHOMN
ynakosku ¥ umeromemM ceptudukarel ISO 9001; Ha BBICOKOTEXHOJOIHYHOM 000pYOBAHHH C
BBICOKOTEXHOJIIOTHYHOH CHCTEMON ONTHKO-2JNEKTPOHHOIO KOHTPOJIS; aMILyJbl JOJKHBI OBITH
YIAaKOBaHbl B YHCTOH KOMHaTe. AMITYJIbI JJOJBKHBI OBITH M3TOTOBJIEHBI M3 IPO3PAYHOrO CTEK/IA
[EPBOIO  THJAPOIMTHYCCKOTO Kjlacca HCKIIOYMTENLHOW XUMHUYECKOW HENMpPOHUIIAEMOCTH,
YCTOHYMBOCTH M HeHTpaibHocTH (crexyorpybka NSV51 NIPRO PharmaPackaging FRANCE),
cranfapt [SO 9187, ¢ npambiv pacTpyGoM, IIIOCKHAM JTHOM, CHCTEMa BCKPBITHs amityn - OPC
Oejioro 1Bera (To4Ka HaA MECTOM HalIllWla amIlyJibl - one point cut) cO ClIeAyIONHMH
TEXHHYECKUMH JIaHHBIMH:

XuMu4ecKkuit cocraB (OCHOBHbBIE KOMIIOHEHTHI B BECOBBIX ITPOIEHTAX)

SiOz B20; AlLO; NaxO K20 CaO+MgO
74,3 11,3 5.8 7,1 0,8 0.4
Xumuueckast mocTOSHHOCTD:
['mapomuTuueckuii kiiace B cOOTBETCTBHM €O cranaaprom ISO 719 HGB 1
I'unponuriueckii kiace B coorsercrun ¢ @apmaxorneei EBporisi THn |
['uaponaurnyeckuii knace B coorsercteun ¢ Mapmaxoneeit CIIIA T [
Kiace ycTounBoCcTH K BO3/I€HCTBHIO KHCIOT (B COOTBETCTBHH CO CTAHAPTOM
Kiace S1
DIN 12116)
Kuace yeroitunBocTn K Bo3jieHcTBHIO MENOUYEH (B COOTBETCTBHH CO CTAHIAPTOM
knace A2
ISO 695)

I'ujiponurrueckas crodkocTs - pacxon consHoit kuciorel C (HC1=0,01 mons/n ma 100 mn
pacrsopa — e 6ostee 1,3 msi/100 ma B cootBercTBHHu ¢ ISO 4802, u.1
dusnueckue TaHHBIE

Koaddunment nmuneitnoro teruoBoro pacimpenns Marepuaia (20 °C, 300 °C)

L1061
B COOTBETCTBHMH cO cranpaprom [SO 7991 %l IR
Temueparypa (pazoBoro npesparieHus 568 °C
[TnorrocTs npu 25 °C 2,31 r/em®

Yeaosust nocrasku Tosapa: AMnynbsl 10/DKHBL OBITh YIIAKOBAHBEI BEPTHKAILHO B OJIMH PSJ| B
KOPOOKH U3 IOIMITPOITHIICHA.

Torap mocrapnsiercst B COOTBETCTBHM C TOBAapHOH MapKHPOBKOM 3aBOJA-TIPOM3BOIAMTENS U B
3aBOJICKOH YIIAKOBKE, HAa YMAKOBKE JO/DKHA OBITh HaHEeCceHa SICHO YHTacMas MapKHPOBKa C
YKa3aHHEM HOMepa cepuH (IapTHM), MO3BOJSIONas HAeHTHGUIEPOBaTE ToBap, B KOMIJIEKTE ¢
CONPOBOIMTENILHOR NOKyMeHTanuel Ha Tosap, B 4aCTHOCTH, HO HE UCKITIOYAsl, PETHCTPALIMOHHOE
YZIOCTOBEPEHHE HA M3/IE/IHe MEJUIIMHCKOI0 Ha3HAUEHUS, JISKJIaparis O COOTBETCTBHH, MACIOPT
KaueCTBa, I'MIMEHUYECKHi cepTu(uKat, cepTH(HKAT COOTBETCTBUsI, cepTU(HKAT aHaim3a, a
TAK)Ke MHbIE JIOKYMEHTBI, IPEYCMOTPEHHBIC 3aKOHOIATeIBCTBOM P,
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[Ipeanoraraembie CpoKH NPoOBeICeHHS MPONEAYPHI 3aKynKu: jaekadbps 2019 1,

Mecro u cpox nocraskn: 108819, r. Mocksa, nocenenne Mockosekuii, nocenox MuctuTyTa
nojmoMuenura, gjomosnaaenue 8, kopnyc 1, ®I'GHY «OHIIUPHIT um. M.I1. Yymaxosa PAH».
[ToctaBka ToBapa fAo/KHA OCYIIECTRISITHCS 110 3asBKaM 3aKa3dHKa B TeUEHHe
(ykasame cpox nocmasku) KaleHAAPHBIX JHel co JHs monydenus [TocTaBmpkoM oT 3akazdmuka
3as1BKM Ha II0CTaBKy ToBapa.

[opsnok onmarer: Omiara ocylnecTsisercs 3a GakTHUecku M0CTaBIeHHbIH ToBap B pazmepe
100% ot croumoctu Topapa B Teuenne 30 (Tpuuiaru) KaneHaapubIX JAHEl MOCIe TOANHCAHUS
CroponamMu TOBapHOH HakJIaJIHOH, a TaKke IOc/e MpejocTaBienus [[ocTaBIUKoM cuyera Ha
oriary, cuera-(hakTypbl, TOBAPHO-TPAHCHOPTHOMH HAKIIAIHOM.

Ocobennocrn: Ilponenypa saxynkm OymeT MPOBOJUTHCS B COOTBETCTBHH ¢ TPeOOBAHHAMH
@enepanbroro 3akona ot 18 urons 2011 roma Ne 223-D3 «O 3axynkax ToBapoB, paboT, yeayr
OTACILHBIMHA BHJIAMH FOPHJIHYCCKHX JIHILY.

OTBeThl JOJDKHBI OBITH HOJAHBI ¢ « _'/i/ y 7L 2019 r. mo « ’/i »w TE 2019 r.
BKJIIOYHTENBHO 110 ajipecy: umto(@chumakovs.su.

Y4acTHUK BIpaBe MNPeAOCTaBUTh HWH(pOpMaNHiO, oTpaxkenue kotopoil B Texuuueckoii
JIOKYMEHTALMK UITH IIPOEKTE JI0T0Bopa ObLI0 OBI XKellaTe/IbHO.

Pexomendyem npu nodave 3as60K cColiamo Ha HOMeEP 3anpoca 0 RPed0CMAGIeHUY KOMMEPYECKUX
nPEONOACEH U,

[Iposedenue oannoii npoyedyper cOopa ungopmayuu ve neuém 3a coboll 603HUKHOBCHUS KAKUX-
nubo obazamenvemes 3akazquxa.

Hpu nanuuuu mexuuveckux owmbox u HemoynHocmel npu ONUCAHUYU cooeprcanus u obvema
Tosapa npocum cootiyums 3akazuury.

llepBblii 3aMecTHTENbL FeHEPAILHOTO JHPEKTOPA
OI'BHY «DHITUPUIT um. M.I1. Uymakosa PAH»




