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®I'BHY «DHIMPUIT um. M.IT. Yymaxosa PAH» mmanupyeT npoBejeHue Hponeypsl
3aKYIKA aminyll, (JIakoHoB M 3aKyrnopouHoro marepuana jyist nyx OIBHY « DHIAPUIT uwm.
MLIT. Yymakosa PAH» (nanee — Tosap) B coorBercTBuu ¢ DeiepaibHBIM 3aKOHOM OT 18 Hios
2011 roma Ne 223-®3 «O s3akynkax ToBapoB, paboT, YCIIyT' OT/E/IbHBIMA BHAAMHE IOPHIHYECKHAX
JIHLD,

Crocod 3akynku — 3aKynKa y ¢{IHHCTBEHHOTO [OCTABIIMKA (IIO/PA/IUMKA, HCTIOJIHATEIS)
B OTHOIIEHHH KOTOPBIX YupexjenueMm chopmupoBaH PeecTp yTBEp:KAEHHBIX MOCTABIIUKOB
(rtpousBoJTeNE) Ha OCHOBAHHM IIPOBEJACHHONH OIEHKH (KBAJIM(MKALKH) B COOTBETCTBHH C
llpaunamn  Hajuiekaliell  NpOM3BOACTBEHHOH  MpPAKTUKH, YTBEPIKAECHHBIMH  IIPHKA30M
Munucrepersa IPOMBIIUIEHHOCTH W TOprosiu Poccuiickoi ®enepanuun ot 14 mons 2013 r.
No 916, pasmemennsiii Ha oduiHanbHOM caiite YUpPeKIeHHS W B COOTBETCTBHH ¢ 1. 16 1. 4
paszaena 2 rnasel IV Tlonoxenus o 3akymnxe, yrsepicaennoro 28.11.2018 r. u usMenenuii B
ITonoxenue o 3akynke, yreepxaenasix 05.03.2019 r.

[Tocrapiuky, BKioUYeHHbIE B PeecTp 0100peHHBIX, ¢ KOTOPLIMHE UMEIOTCS 3aKTIOYEHHBIC
JOrOBOPBI, BHPaBe MOJATh KOMMEPYECKOE IMPEJUIOKEHHE B COOTBETCTBHH C pa3sMEIEHHBIM
3alpOCOM, ¢ yKasaHWeM o0BbeMa, KOTOPbIH OHM MOIYT HOCTABHTH JONOJNHHUTENBHO K yiXKe
UMEIOIIHUMCS ¢ HUMH JIOTOBOPAM.

IIpocum npenocraputh HH(GOpMaruio o croumoct Toapa, ykasaunoro B Tabmume No 1.

Oteer fo/Ken COJEPKATH CPOK /ACHCTBHA NpPENIAraeMoil IeHbI H PACUET LEHbI
Tosapa. B yacrrHocTu, u3 cogep:Kanus NPeI/IOKEHNs I0JKHBI OAHOZHAYHO OIIPEIEIsThCSI
croumocts ToBapa 3a equnniy.

ITocraska ToBapa BrIO4aeT B cebst:
- [IpuoGperenne/usroronnenne Toapa. Toap 0mKer GBITH HOBBIM, paHee He HCIIONIb30BAHHbIM.
- ocraeka Tosapa B ajipec 3akasunka OCyLICCTBISICTCS CHIIAMA U cpezicTBaMu TlocTaBimka;
- [lorpy3ouno-pasrpy3ounsie paboTbl OCYIIECTBISIIOTCS CHIAMK B CpeICTBAMHE IlocTaBimKa;
= Pacxo/ibl 110 CTPAXOBAHMIO, HAJIOTH, IIOIILIMHEL, COOPBI M HHBIE 3ATPATHI, CBA3AHHBIE C II0CTABKOIH,
IPOKU3BOJICTBOM, IIpuobperenueM Ilocrasumkom Tosapa.
- lapanruiinbii cpok ne menee 12 (JIsemanuaru) MecaieB co IHS MOAMACAHHS TOBApPHOU
HAKIIaHOH.



Ta6ruya Ne 1

No Koa-so
HaumenoBanne nocrasiasiemoro Tosapa

/i ThIC. IUT.
1 Awnvmyser 1vo ISO 9187-B-1CL-OPS cBetiible 4908,8

2 MDiakoH s jexaperBeHHbIX cpeacts 4R, ISO 8362, ceeribrii 552,8

3 Kommauok komOuauposanusiii 2113, flip-off mst guaxonos Smi 1 106,00
4 Ilpobka pesunoBas OpomOytunomass 13-A, 13 wmm  (roromas x| 1 200,00

CTEPHIN3ALHHN) ISl (PIIAKOHOB 5 MII

Onucanue n TexHuYeckne xapakrepucruku Tosapa:

1. Ammyasi 1 ma, B u3 6eciBerHoro crex/aa (puc.l): AMIIYIBI TOMDKHBI OTBEUATh TPEOOBAHHSIM
MEXKIYHAPOAHBIX cranuaproB (apmanestuueckoi npomeinuienHoctd (ISO, EP). Hamuwme
PEruCTPALHOHHOIO YIOCTOBEPEHHS HA M3JIEJIMEe MEJAMIIMHCKOrO Ha3HAUYCHUS, AMITYJIBI JIOJKHBI
ObITH NPOM3BEJEHBl Ha NpPeANpUsSTHH, oTBeuatolieM Tpebopanusm GMP s nepsuunoi
yrnaxkoBku 1 umeroinem ceptadukatel [ISO 9001; Ha BRICOKOTEXHOJIOTHYHOM 000PYHOBAaHUH C
BLICOKOTEXHOJOTHUYHOH CHCTEMOH ONTHKO-MIEKTPOHHOTO KOHTPOJS; aMmITyJibl JOJDKHBI OBITh
YIIAaKOBAHBI B YHCTOW KOMHATE. AMILYJIBI JO/DKHBI OBITH H3TOTOBJICHBI H3 IPO3PAYHOTO CTEKIIA
MEepBOTO  THAPOIUTHYECKOTO Kilacca HCKIIOYATEIRHOH XHMHYECKOH HEempOHHIAEMOCTH,
yeroiunsoctn U HedtpansHoctd (crenorpydbka NSV51 NIPRO PharmaPackaging FRANCE),
cranjgapt ISO 9187, c npsimbiM pacTpyboM, cucTemMa BekpbiTust amnyii - OPC Genoro 1seTa (Touka
HaJl MECTOM HAJIIWIIA aMITYJIbI - One point cut co CIeYIOMMH TEXHHYECKHMH JJAHHBIMU:

XAMHYECKHE COCTAB (OCHOBHI:IC KOMITOHEHTBL B BECOBBLIX npouemax)

Si0, B20; AlLOs Na,O K20 CaO+MgO
74,3 11,3 5,8 7,1 0,8 0,4
XuMuUecKkas nocTosHHOCT !
[IMuaponuTHYECKWH KJ1ace B COOTBETCTBHE co cTtangaprom [SO 719 HGB 1
[MuyponuTHueckuii knace B cooTBeTcTBUHE ¢ Mapmaxorneeil EBponsl THI [
['unponuruyeckuii kinace B coorercTBUU ¢ MDapmakoneed CILIA T [
Knace ycToiuHBOCTH K BO3/EHCTBHIO KHC/IOT (B COOTBETCTBUM CO CTAHIAPTOM
DIN 12116) knace S1
Kiace ycToiunBOCTH K BO3/IeHCTBHIO LIENTOUEH (B COOTBETCTBUU CO CTAHIAPTOM ——

ISO 695)

['maponuTryeckas croikocTh - pacxoxn constHoi kucnorel C (HC1)=0,01 monw/it na 100 mn
pactBopa — He Oosee 1,3 mi/100 ma B cootBercTBuH ¢ [SO 4802, u.1
OuU3MUYeCKHe JTaHHbIE

KoagunuenT nuHeiinoro temiororo pacmupenus marepuania (20 °C, 300 °C)

10611
B COOTBETCTBHHU co craHaapToM [SO 7991 %1 PR
Temneparypa (pazoBoro npeBparieHus 568 °C
[TnoTHoCTE IpH 25 °C 2,31 r/em?

2. Ouaxon 1ast JexkapeTBeHHbIX cpeaeTs 4R, ISO 8362, cpetaniii (puc.2): GakoHb! AOIKHBI
OTBeyYaTh TPeOOBAaHHIM MENIyHApOJHBIX CTAaH/IapTOB (PapMarieBTHUYeCKOH IPOMBIIIIEHHOCTH
(ISO, EP). dnakonsl JODKHBL OBITH MPOU3BEJAEHB] Ha NPEIIPUITHH, OTBEUAOIIEM TpeOoBaHHAM
GMP jyist iepBUUHOR ynakoBKH U uMeroriem ceprudukars [ISO 9001; Ha BBICOKOTEXHOIOTHYHOM
000OpPY/IOBAHUH ¢ BBICOKOTEXHOJIOIMYHOM CHCTEMOH OITHKO-3JIEKTPOHHOTO KOHTPOJIS; (PIaKOHbI
JOJDKHBL OBITH YIIAKOBAHBI B 4YMCTOW KOoMHaTe. (DakoHbl JIOKHBI OBITH HM3TOTOBJEHBI H3



NpO3PatdHOro CICK/Ia [MEPBOr0 THJAPOJHTHYECKOro Kiacca HCKIIOUATENbHOH XUMHWYEeCKOd
HENPOHULIAEMOCTH, ~ YCTOHYMBOCTM M HeHTpanbHOocTH  (crexioTpybka NSVS51  NIPRO
PharmaPackaging FRANCE), cranzapt ISO 8362, co clie/1ylomHMH TeXHHUCCKHMH TAHHbIMH:

XUMHYECKHH cocTaB (OCHOBHBIC KOMIIOHEHTBI B BECOBBIX ITPOIEHTAX)
Si0; B>03 ALO3 NaO CaO

[ 10,5 5 7 1,5

XuMuueckas I1oCTOSAHHOCTD

l'ujaponuruueckuii kaace B cooTBeTcTBHA €O cranaaprom ISO 719 HGB 1
['unponuruyeckuii kmace B coorsercrern ¢ ®apmakoreei Esporn THII |
I'uapoymariueckuii kiiace B coorBererBun ¢ ®apmakoneeii CIIA Tur |
Knace ycrofiumBocTs K Bo3/IeHCTBHIO KHCJIOT (B COOTBETCTBUM CO CTAHAAPTOM

knace S1
DIN 12116)
Knace yeroiunBocTH K Bo3eHCTBHIO HIENOYEH (B COOTBETCTBUM CO CTAHIAPTOM ace A2

ISO 695)

I'nnponutraeckas crolikoets - pacxon consHol kucinorel C (HCD=0,01 mons/m Ha 100 M
pactBopa — e donee 1,3 ma/100 mu B coorBercreum ¢ ISO 4802, u.1

DU3HUSCKHE TaHHbIC

Koapduuuent muneitnoro temnosoro pacumpenus marepuana (20 °C, 300 °C) -
4,9 -10°K

B COOTBETCTBHU co ctanaaprom 1SO 7991

Temneparypa azoBoro npespaireHus 565 °C

[LmotHOCTE IpU 25 °C 2,34 r/em?

3. Kosmauox koménunposannstii 2113, flip-off (puc.3): Konnauok gomken GBITh H3rOTOBIEH 1O
I'OCT P 51314-99 u cootsetctBoBath MCO 8362-6:2010.

IIprvensempli MaTepuai: allOMHHMEBBIH KONIAYOK: JICHTA ATIOMUHHERas JTAKHPOBAHHAS CILIAB
8011 I'OCT 745-2014; xpbIiika: NOJIMIPOIIMIIEH.

LBser konmauka: OecriBeTHBIH. [[BET KPBILLIKH: JKEITHIH,

Kosma4ok JI0/DKeH MMETD CITe/IYIONIHE TeXHHUECKHE XapaKTePUCTHKH;

VenosHoe D | DI ] D2 [ b
obo3HaueHne Mm
3 1S 13,0 55592 15,0 £02 0,20 002
H hl VCWJIME
2113 MM BCKPLITHA
Flip-Off TJIACTMACCOBOM
KPBIIIKHM H max
T | 7,7:02 25

Yenosust mocrasiku Tosapa: AMIYIB! M (DIAKOHEI JOIDKHBL GBITH YIIAKOBAHBI BEPTHKAIBHO B
OJIMH PsJ{ B KOPOOKH U3 TOIMITPOITHIIEHA.

Kosmnauky n0mKHb! ObITH yIIAKOBAHEI B TAKETh BHYTPH KAPTOHHBIX KOPOGOK.

I1pobku joioKHBL GBITE yriakoBanbl B BakyyMHBIX PE nakerax BHyTpH KapTOHHBIX KOPOGOK.
ToBap nocrasnsercs B COOTBETCTBHM C TOBAPHOH MAaPKUPOBKOH 3aBOJIA-IPOH3BOIUTENS H B
3aBOJICKOM YIIAKOBKE, HAa YIAKOBKE JIOJDKHA OBITh HAHECEHA SCHO vuTaeMas MapKHPOBKA C
yKa3aHMeM HOMepa cepHu (MapTHH), MO3BOJIAIONAs HieHTH(GHIHpoBaTts ToBap, B KOMILIEKTE ¢
CONPOBOJTHTENIBHOM JOKyMeHTaluel Ha Tosap, B 4aCTHOCTH, HO HE HCKIIOYAsi, PErHCTPAIIHOHHOE
YIOCTOBEPEHHE HA H3/ICJIHE ME/IHIIMHCKOTO Ha3HAYEHHs, JIEKIApAIisl O COOTBETCTBHH, ACTIOPT



KayecTBa, THTHCHHYCCKHE cepTu(uKar, cepTH(HMKAT COOTBETCTBHUS, cepTH()HKAT ananmusa, a
TAKIKE MHBIC JIOKYMEHTDI, [TPE/LYCMOTPECHHBIC 3aKOH0AaTeIbcTBOM PD,
I'apanTuiinbie obn3ateasersa: Ha Torap [locTaBmMK ycTaHABIHBAET rapaHTHHHBIN cpox 12
(nBeHanaTh) MeCAIEB, HO HE MEHee YeM TapaHTHHHBIH CPOK, YCTAHOBIICHHBIH 3aBOJIOM-
pou3BoOAMTEIeM. J{HeM Havajia rapaHTHIHOrO cpoka nocraBjieHHOro ToBapa siBIsIeTCS JICHB
nojyderust Tosapa u nojanucanust CTOpoHaMH TOBapHOH HakIagHOH.

4. Ilpobxa pesunosas OpomOyTmosBas, 13-A: IIpobku HOIKHEL OTBeYaTh TPEOOBaAHMSIM
MEeXTYHApOIHEIX CTAaHIapTOR (hapmarieBTHIecKoi npoMemuienHocTH (ISO, EP). ITpo6xu momxHE!
uMeTh pasmep 13 mm. IIpoGku J0mKHBI OBITH M3rOTOBICHBI M3 OPOMOYTHIOBONH pe3HHEI,
ynakoBaHbl B BakyyMHble PE naketst 1 rotoBsl Kk crepuwimnzanuu, cranaapr ISO 8362-2, u umers
cIIe/IyIomue (PU3HICCKUE H XMMHUYECKHE TIOKa3aTeln:

XapakTepHCTHKH Jonyck

BoccTanapnupatoliee BEECTBO (OKHCIHTEIH) Ml <0,5
AbcopOuus yavrpaduonera (220-360HMm) <0.1
[TnoTHOCTH <2
KucnorHocTs /1enounocts (PH) <0.5
Jeryune cyapdpuast ug/20em? <50
VnensHas npoBoAuMOCTE (US/cm) <10.0
Tsikensle Metamibl (paccuuranubie kak Pb>') mr/n <0,5
Ammonnit (paccunransslii kak NHy™)  (mg/L) 0.5

Luuk  (paccuwranmsiii kak Zn**) (mr/n) <05
Ocafiox Npu BLIMapuBanuy (0bliee KOAMUECTBO TBepAbIX uacTull) ( <2.0
OparmeHTauus <5 ¢pparmenTos Ha 100

NPOKOJIOB

Cuiia NpOHUKHOBEHHA <10N
Teepnocts (SHA) 50+5
Camoykyrnopka Huxkakoii nporeuky
YKynopka / Le/0CTHOCTh KOHTEHHepa Huaxoi nporeuky




Ampoule type B B Yo amputia Aot B Arrpta e B Sty 8 fpa

sl
w2 |
4 1
gy e "@_.jki‘mﬁw I
| @il
| T =
- Bt b
= d2)\ |y
b -
wi | g £
| | |
£ 5 i
e R

I
_ p = Parpenticuiarity at 1.5

d1 | 1075 | +pes o mt | 255 ¥ 08 s lwtl 05 - 058 Y
a2 | 65 <05 | 48 hs | 470 [+30 25 | w2l D37 | snes 905

a3] 85 [-os | @5 [v&] 210 | mn wil 03 e
b @4 | 8.0 v .35 .38 n7 § 4.5 P wil Q7 « 018 218
| d7 8.0 + 1.9 K ng a5 i i | 08

d21] 2.0 “ 0.4 g e P48 o ves s p | D23

n | 800 v 10 14 e 10 ] b8 88 Foagl 2Bps | 65nme
Modcaon Provously ~ [New " Dale | Vers

. Puc.1.




g000L1

B16:015

b

Pnc.2.



D2

D1
: Sl
1 K
~ g [ il -
< f f
- @D
Ofoaradense | ny 402 | D+0,3 |D1£0.2 | H£0,2[h1£0,2 | b+0,02
2113 15 13 .5 8 6,5 0,20

Puc.3.



[Ipeanonaraemble CpOKH NPOBeJeHMs NPONEAYPbI 3aKkynkH: nexkabps 2019 1. - susaps 2020 r.
Mecro u cpok mocrapkm: 108819, r. Mocksa, nocenenne Mockosckui, nocesok Mucruryra
rnosinoMuesura, jomonnajaenne 8, kopnye 1, ®I'bHY «@HLIMPHUIIL um. M.I1. Uymakosa PAH».
ITocraBka ToBapa nomxHa OCyIIECTBISITHCS 110 3asBKaM 3aKazuyuKa B TeUEHHE
(yrazame cpox nocmasku) KaneHJApHLIX JHeH co qus nonydenus [loctaBuimkoM ot 3akazumka
3a5BKH Ha 11OCTaABKY TOBﬂpa.

Iopagox omnarer: Omata ocymecTsisercs 3a (hakTHdecKu nocTaBieHnsii Tosap B pasmepe
100% ot croumoctu Tosapa B Teuenue 30 (Tpuuars) KajgenaapHbIx JHEH MMOCIe MOANTHCAHUS
CroponamMu TOBapHOM HaKITaJHOH, a Takke Iocje npegocrasBiieHus: [TocraBipkoM cuera Ha
omiary, cuera-(hakTypsl, TOBAPHO-TPAHCITOPTHOMN HAKITAHOM.

OcobGennocrn: Ilporeaypa 3akynku Oyner IIPOBOJHMTECS B COOTBETCTBHHM C TpeOOBaHHMIMH
®enepansnoro 3akona or 18 uronsa 2011 roga Ne 223-d3 «O 3akynkax ToBapos, paGoT, yeayr

OT/ICJIBHBIME BHJIAMH IOPUIHYECKHUX JTHID,
OTBETHl IO/DKHBI OBITh MOJAHLL ¢ « 77 » 74 2019 r.mo « 7 » 72 2019 r.

BKJTIOYHTENBHO 110 azpecy: umto@chumakovs.su.
YuacTHHUK BIpaBe MpeJoCTaBUTh HWH(POpMaIMIO, OTpaykeHHe KOTOpod B Texuuyeckoii
JIOKYMEHTAIMH WUITH IIPOEKTE JIOroBopa 0610 OB JKenaTesbHo.

Pexomenoyem npu nodaye 3a460K ccollamo HA HOMEP 3AnPoca 0 RPeOOCMABGIEHUN KOMMEPYECKUX
npeoNodAceHUl,

Ilposedenue oannoil npoyedyper cbopa ungopmayuu ne reyém 3a coboil GOZHUKHOBCH U KAKUX-
nubo obazamenveme 3akasuura.

Hpu nanuuuu mexuuyeckux owubOK u HemouHocmel npu onucanuu codepacanus u obvema
Tosapa npocum coobuyums 3akazquxy.

[lepBbIi 3aMecTHTEb FEHEPAIBHOTO JTUPEKTOPA
— Adonun A.10.

OI'BHY « ®HIUPHIT um., M.I1. Uymaxosa PAH»




