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3anpoc o npegocTaBIeHHE KOMMepYECKHX IPe/IOKeH I

OI'bHY «OHIIUPUIT um. M.I1. Yymaxosa PAH» IIaHUPYET MPOBEACHHUE IIPOLEIY B
3aKYIKH Ha BBINIOJHEHUE PabOT 10 MPOBEIEHHUIO HCIBITAHMN B 06IaCTH KOHTPOJIA KauecTBa Ha
IpEMET HOATBEPXKICHUS COOTBETCTBHS MPOLYKTa TpeGOBAHUAM IEHCTBYIOLICH HOPMAaTUBHOH
AOKYMCHTAllMK B COOTBETCTBHY ¢ DenepanbHbIM 3akoHOM oT 18 mrosst 2011 roga Ne 223-®3 «O
3aKyIIKaX TOBapOB, paboT, yCIIyr OTAEIBHBIME BHAAMH IOPHINYCCKAX JIHID).

Croco6 3aKynKH — OTKPBITEI KOHKYpC.

Texunueckoe 3amaHue mpencTaBlIeHO B Ipunoxenuu Ne 1 k Hacrosmemy 3ampocy
KOMMEPYECKUX MPeII0XKEHUH.

Tpebosanusi k UcnostHuTe M0 (McnpiTaTeasHomy Llentpy):

1. Arrectar akkpenuranuu HcmsrrarensHoit JlaGopatopuu 0 cOOTBETCTBUE TpeGOBAHHIM
I'OCT NCO/MBK 17025-2009, Boitan denepansroit CIyx00H 110 aKKpeauTaLuy.

2. OO6nacth akkpexuTamuu (C mpaBom IIPOBEACHUS UCHIBITAHUH UMMYHOOHMOJIOTHYECKHUX
JIEKapCTBEHHBIX CPE/ICTB).

3. JluneHsus Ha OCYIICCTBIEHUE NEATENBHOCTH B OONACTH HCIIONB30BAHMS BO30yuTeNeit
MHQCKUMOHHEIX 3a0ONeBaHMM YeIOBeKa M  IKMBOTHBIX M IeHHO-UHXXEHEPHO-
MOIHUUUHPOBAaHHBIX opraHm3MoB Il u IV cremenn IIOTEHIHAJILHON OIaCHOCTH,
OCYIIECTBJIIEMOM B 3aMKHYTHIX CUCTEMAX.

4. CaHUTapHO-3MHAEMHOJIOTHICCKOE 3aKTIOUCHHE (O COOTBETCTBHH TI'OCYIAPCTBEHHLIM
CaHNTapHO-3IMICMUONIOIHIECKUM NPABUIIaM U HOpMatuBaM, ¢ umenno CIT 1.3.2322-08
«besonacHocTs  paGoTHl € MukpoopranusMamu III um IV rpynn maroremnoctm
(omacHOCTH) 1 BO30ynUTENSIMH HapasuTapHbIX Oose3Hei», JlonoaHeHns 1 M3MeHeHus k
CIT 1.3.2322-08, Caullun 2.1.7.2790-10 «CaHUTapHO-3UAEMHOIOTHUECKHE
TpeboBaHKs K OGPAIICHUIO ¢ METHLHHCKHMH OTXOAME IIPU BBITIOTHEHHU paboT ¢
HCIIOIE30BaHHEM IITAMMOB MEKpOoopradu3mMos 111 u IV rpynn MIaTOreHHOCTH).

5. CepTumKar cOOTBETCTBUS CHCTEME MeHeKMeHTa Kauectsa [OCT P HCO 9001-2015
(ISO 9001:2015).

6. Cepruduxar MexaynaponHoii aKKpeIUTalMK Ha COOTBETCTBUE TpeGoBanusMm ISO/IEC
17025:2017, Belman JlemapTamMeHTOM HANHOHATBHOL akkpenutanuu  ANSI-FSQ
(pexOMeH10BaHo).



B croumocte PaGoT 10MKHBEI GBITH BKIIOYEHB BCE pacxoJibl Ha HEOOXOAMMBIE
PaCXOZHLIC MaTepHabl, KOMILIEKTYIOMKE, 060pyI0BaHKE; 3aTPATHL, PACXO/b! | KOMIICHCALIHSI
H3ACPKEK HCHOJIHI/ITCJI}I, CBA3AHHBIC C BRIIONIHEHUEM Pa6OT, [IpUYHTANOIIEECA I/ICIIOJ'IHI/I’]FCJIIO
(Concnonuurenio) Bo3HarpaxeHue; Pacxobl 10 HCIOJHEHUIO TapaHTHHHBIX 00S3aTeNbCTB,
PaCcXOJbl Ha CTPaXOBaHHE, YIIIATY TAMOXEHHBIX HOLUIMH, HAIOTOB M JAPYTHX OGS3aTENbHBIX
[UIATEXKEH, a TAKKE BCe NMPOUHE PACXOABI, HEOGXOMMMBIE IS BBHIIOMHEHHS VCHOTHUTEIEM
obs3aresbeTs no Jlorosopy. Pexomenayercst ykasats CHCTEMY HAIOT000JIOKEHHS.

IIpennonaraemsie cpoxu nposeneHns Iponeaypsl 3aKynku: Mait 2019 r.

Hopsinox omaarer: Omnara ocymecTsisercs o Oe3HanmMyHOMy pacuery. 3a
(paxruyeckn Brmonmenusie PaGoThl B Teuerme 30 (Tpuanarn) kalenmapHBIX JHEH mocie
noanucanns CTopoHamMyu AKTa BBIIOJHEHHBIX PaGoT, H HHBX AOKYMCHTOB, IIPEIyCMOTPEHHBIX
Texnu4ecKuM 3aJaHHEM U IPOEKTOM JIOTOBODA, a TAKXKE IOCIIE IpenocTaieHus ViconHuTeeM
Pe3y/lbTaTa BBUIONHEHHBIX PaboT, cuera Ha omaty, cyeTa-QpakTypel (8 cayyae, eciu
Hcenoanumens ne sensemes nnamenvuurom HJIC, cuem-gpaxmypa ne npedocmaensemcs). [lpu
HHOM  IIOpANKEe  OIUIATHI  HEOOXOAMMO OTOOPasHTh HHGOPMALHMIO B KommMmepueckom
IIPEIUIOKECHHUH.

Croumocts PaGoT o morosopy cocrasaser 6 000 000 (LIecTs MuITHOHOB) py6.ieii,
B 1.4. HJC.

IIpocum npefocTaBUTL CTOUMOCTD OJHOTO HCCJICI0BAHHSA, COTJIACHO MPUJIATaeMoii
ke Tabsmne:

Havaabuas |
Ne HauvmeHoBaHHE BBINOTHAEMBIX (aKcHma BaR)
s PaGor En. uzm. Koa-Bo HeHA 32 eIHHHIY
PaGornl, pybueii, B
Tom anese HAC ‘
|
1 2 3 4 5 ‘
«buBak nomuo» - wcnbiTaHus no YcoBHasS
l BCEM nokasatesnsm HJT €IMHULIA :
o KAB — ucnbiTanus no scem YcnoBHas 1
nokasareasm HJT eIUHULA
» BIKJ1, 2 10361 — McnbiTaHus no YcnoBHas ]
- BCeM rnokaszatesiam HJT €IUHULIA :
4 BXXJI, 5 no3 - ucnbrranus no Bcem VciaoBHag 1
) nokazarenam HJ[ eUHULA
5 BXJI, 10 103 — ucnieitanms no Bcem VcioBuag |
) nokasaresism HJJ €IMHHLIA
6 BIXKJ1, 2 no3e1 — ucnpitauud o 5-u YcnoBuas 1
' nokasarensm HJ[ CAVHHLIA
7 BXUJI, 5 103 — ucnbITanus no 5-u Vcnoeaas 1
) nokasaresnam HJT eJIMHHLIA
8 BXAJL, 10 103 — vcnbiTaHyd 1o 5-u YcnoBaas 1
| nokasaresism HJ| €IMHHUIA
9 BAUIL, 2 nossl — ucnerranus no 3-m YcnoBHas | 4‘
| nokasarensim HJJ €IUHHLIA !
10, BXJI, 5 103 — ucnpitanus no 3-m VYcnosHas 1
nokasaresnsam HJJ €AMHHIA
1L BXJL, 10 103 — ucnsitanus no 3-m YciaoBnas 1
| nokasaresisMm HJJ €IUHHUIA
AJnbOyMUH qesioBeka (pacTBop st
1. uHOy3ui 10 % u 20 %) — YenopHas I
HCTIBITAHHS N0 BCEM MOKa3aTe 1M CIUHHLIA
HI




XKenatun (papmakoneiinoro
A YcnoBuas
13. | xayecTBa) - McMIbITaHUS MO BeeM e 1
nokasaresisim HJI &
Caxapo3a (apmakoneiitoro
VYenogHas
14. Ka4eCcTBa) — UCMBLITAHUSA 1O BCEM S——— I
nokasarensm HJJ i
XOHAPOUTHHA HATpHs CynBdar
5 (papmakoneiiHoro kauecTsa) — YenosHas I
' UCIIBITAHUS 10 BCEM [10KA3aTENIM e/IMHHLIA
H/T
Tonmcopbar 80 (bapmaxoneiiroro
VYenosHas
16. KayeCTBa) — UCMBITAHUSA 110 BCEM 1
€OMHHUIIA
nokasaresisim HJJ
L Hroro:

Mecro Bbmosnenus PaGor: mo ampecy 3akasumka: TI. MockBa, TmOceTeHHe
MockoBckuii, noc. HuctutyTa nmonmmomuenura, nomoBnaneHue 8, xopmyc 1 (lopuduuecxuii
aopec) u no adpecy Hcnonnumens (akkpedumosanHoil nabopamopuy).

Cpok aeiictBus lorosopa: co 105 3aKIIOYEHHs Horosopa 1o 31 nexabps 2019 r. m6o
10 noctrxeHusi CTOpOHAMH 3HAYEHHS CTOUMOCTH PaboT 1o Horogopy.

Cpokn BeInoIHeHHd paboT:

Jlns uMMYHOGHOIOTHYECKHX NPENapaToB CPOKH BBITOJHEHHS PabOT COCTABISIOT He
bonee 45 (copoka nsaTH) paboynx aHel.

JUIst BCIOMOTATENBHBIX BelecTB CPOKH BBINIOJIHEHMS pabOT COCTAaBIIAIOT He Gojee 15
(naTHaAUaTH) pabovnx IHEI.

Ocobennoctu: Ilponenypa 3aKYNKH OyJeT TPOBOOHTHCS B COOTBETCTBHH ¢
TpeboBannamMu Penepanbroro 3akona ot 18 mroms 2011 roza Ne 223-03 «O 3akyrnkax ToBapos,
paboT, yeyr oTAeIEHBIME BUIAME IOPHANYECKHX JHID i [10T0KEHIS O 3aKynke @enepaasHoOro
TOCYNapCTBEHHOTO  OIOIKETHOTO HAYYHOTO YUPeXKACHHUS «DefepalbHbl HaydHBIA IEHTP
UCCTIEIOBaHHHA U pa3paboTKH HMMYHOGHOIOHYECKHX npenapatoB uM. MLIT. Yymakosa PAH»,
YTBEpXKIeHHOrO 28 HOsIOps 2018 r.

OtBets fomKHEbI 6BITH nOnans! ¢ « 2% 247 2019 1. no « _EE » e« 2019
I. BRITIOUMTEIILHO 110 azipecy: umto@chumakovs.su.

Pexomenoyem 6 meme nucvma yxazame HOMep 3anpoca KOMMep4ecKUux npeonodceHull.

B kommepueckom npednoswcenuu obszamenvro donxcnor Goime PeKeusumol. Homep u
dama.

IIposedenue dannoii npoyedypo cbopa ungpopmayuu ne énewém 3a co60ii 603HUKHOBEH S
Kaxkux-1ubo obazamenvcms 3axazuuxa.

Ipu nanuwuu mexnuveckux owubox u nemounocmeii npu onucanuu Pabom npocum
coobuums 3arkazuuxy.

Ecnu ocnosnvie ycnosus ucnonnenus Hozosopa omuuuaromes om npednoxcenmvix —
npocum coobuums 3axazuuxy ¢ Kommepueckom NPeoNONCEHUU.

IlepBrrii 3amecTuTeNB reHepanbHOrO JHUpEKTOpa

OI'BHY «@HIMPUIT um. M.IT. Yymakosa PAHy A.IO. Abouun
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Hpunoxenue Ne 1 k 3anmpocy KOMMEPYECKUX NMPEaI0KECHHIHA

IIpnioxenne Ne 1
K JloroBopy Ne ot

TexHudeckoe 3aganue
Ha BbINOJIHEHHE PabOT N0 NPOBEACHHIO HCIBITAHMMN B 06.12CTH KOHTPOJISI KA4€CTBA HA MpeIMeT
NOATBEP:KACHHSI COOTBETCTBHSA NPOAYKTA TPEGOBAHHAM AeHCTBYIOUIeH HOPMATHBHOI
MOKYMEHTAHU

PaGoTel mo mnposesenmio wcnsTanuit B 06IacTH KOHTPOJIL KayecTBa Ha IIPEIMET
MOATBEPXK/ICHUS ~ COOTBETCTBHS IPOJyKTa TpeGOBaHHUSM  IeiCTBYROIet HOPMAaTHBHOM
AokymenTaiuu (HopmaTuBHas OokyMeHTanust Ha npemapar, ®PapmakoneilHas cTaThg
npeanpusTust, Cneundukanus, I'ocynapcreernas dapmakones Poccuiickoit ®enepal 1 1p.):

HpoayxkTsr:

- IMmyHOGHONMOrHYECKHME TipemapaTsL:

¢ «buBak nommo» - BaknuHa monvomuenHMTHAS nepopaibHas, JByXBaJICHTHAS, XKUBAL
aTTCHYUpOBaHHad 1, 3 THIIOB;

* KAB - Bakumra antupabuueckas KyJbTypajlbHass KOHLICHTPUPOBAHHAS OYHUINCHHAN
HHAKTUBAPOBAHHAY CyXas B KOMILIEKTE C PACTBOPHUTENEM — BOJIA TSl MHBEKIHIL;

e BXJI 2, 5, 10 no3 - Bakumma xeiroii JIUXOpaJKHU XHBast CyXasg B KOMILIEKTE C
pacTBOpUTENEM — BOJA [T HHBEKIIHIA;

- Benomorarenshele Bemectsa:
AnbOymMuH JeroBeka (pacTBop s undysuit 10 % u 20 %);
Kenarun (papmakoneitnoro kadecrsa);
Caxapo3sa (bapmaxomneitnoro KadecTBa);
XoHIpouTHHA HaTpUs Cymbgar (bapmakoneitnoro kayecTsa);
[Tomacopbar 80 (hapmakoneiinoro KayecTna).

1. OO0BeMsl HecaeT0BAHMII:
- UIMMyHOOHONOrHYECKHE IIpenapaTs:
* «buBak Ho1HO» - HCIIBITAHHUS [0 BCeM ITOKA3aTENAM HJ;

e KAB — ucnbITaHus 0 BceM moKasaTe M HJI;
e BXJI, 2 10361 — uenstasns 0o Bcem nmokasaresnsm HJI;
e BXIJL 5 103 - ucnbiTaHus M0 BeeM OKa3aTe M H;
e BXJI, 10 103 — ucnbrtanud 0o Bcem nokasaresnsam HJT;
*  BXJI, 2 10361 - McIIBITaHAS 110 5-H MOKa3aTe 1M HJ;
*  BXKJIL, 5 103 — ucneITanus mo 5-u nokazaresM HJI;
o BXIJI, 10 103 — ucnpiTanms mo 5-u noxazarensM HI;
e BXKJI, 2 00361 — uCOBITAHUS 11O 3-M nokasarensm HJT;
¢ BXJL, 5 103 — scnbiTaHms no 3-M moxasaTensm H;
¢ BXIIL 10 103 — ucnbrranust mo 3-M moxasarensm H/.

- BenioMoraressHble BemecTsa:
*  AnsOyMHH YenoBeka (pacTBop s nHy3uit 10 % u 20 %) — HCIBITaHKS IO BeeM

nokasarensim HJI;

* KenaruH (apMaKomeHHOro KauecTsa) — HCIBITAHUS 10 BoeM nokazarensm HJ[;
e  Caxaposa (apmakoneitnoro Ka4yeCTBa) — HCTIBITAHMS 110 BCeM Mokasatemnsi HJT;
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* XOHAPOHTHHA HATpus cyispar (papmakomeiiHOro KauecTBa) — HCIBITAHKS MO
BCeM nokasaressam HJT;
¢ Ilomucopbar 80 (papmaxomeitnoro Ka4€CTBa) — HCIBITAHUS 110 BCeM MOKA3ATE/IsIM
H.
2. Cpoku BoInoHeHHS paboT
2.1. Ind AMMYHOGHOIOrHYECKHX LPENapaToB CPOKH BBINONHEHHS PabOT COCTABJIAIOT He
bonee 45 (copoka naTH) paGouux jHEI.
2.2. JIns BCIIOMOTaTe/IbHEIX BCIICCTB CPOKH BBINOJHEHMS paboT COCTABIAIOT HE Oolee 15
(naTHagUATH) paGounx mHeEii.

3. TpeboBanus K BLINOJHEHHIO paoor:
3.1. PaBoTsl npoBoasaTes Ha 6ase UcmbrraTesHoro Lentpa Ucnionrurens.

3.2. PaboTHI BHINOJHSAIOTCS B COOTBETCTRBHHM G TpebOBaHUAMHE JieHCTBYOIIE HOPMAaTUBHOH
MOKyMEHTaIuH 3aKa3qyuka.

3.3. PaboTel BHINONHSIOTCS Ha OCHOBaHHMH 3afABOK, IIOJaBAEMBIX 3aKa3YHKOM IO bopme,
YCTaHOBJICHHOM J[oroBOpOM.

3.4. 3aka3uuk npenocrasiser 00pasik! IPENapaToB i pacXoaHble Marepuaibl (MUTaTelbLHbIe
CPEAbL, TCCT-CHCTEMBI, CTaHHAPTHBIE OOpasubl M ap.) B KOJIM4YECTBE, OCTATOYHOM IS
[IPOBEJICHHS HCTIBITAHUIA.

3.5. Obpa3us! mpenapaTos TPaHCIOPTHPYIOTCA C COOIIONEHHUEM YCIIOBHE «XOIOA0BOM» LEITH.
ConpoBorxxnarorcs AKTOM otbopa o6pasnos. DakT mepenaun 00pa3sLoB MOATBEPKAACTCS
noxmucanueM CToponamu AKTa npueMa-riepeadn 00pasnos.

3.6. Pe3ynbTaTtoM BBIIONHEHHOMH pabortel sBasgercs [IpoToKON HembITAHUE /LM OTYET o
Pe3yJIbTaTax HCCIEA0BAHMS, AKT BHIIOJIHEHHBIX paGoT.

4. KpuTepuu /11 OLIEHKH KadecTBa (moxazatesn):

4.1. Ouenka kauectsa IIPOAYKTA OCYMIECTBIACTCS B COOTBETCTBHH C TPeOOBAHHSME/
TIOKa3aTeIIMHU NIEHCTBYIONICH HOPMATHBHOH TOKYMEHTAIHH (HO).

4.2. «buBak noswo» - Bakmmna HOMOMHETHTHASL MEpPOpaIbHAs, JBYXBAJIEHTHAS,
KMBasl aTTeHyHupoBanHas 1, 3 Tunos:

Ne
n/n
}7] Onucanue
IToanuHHOCTE
[Tpo3paunocts
LigeTHOCTD
H3Bnexaemerii 06bem

pH

CrepuisHocTh
Crneumduteckas akrusHOCTS
Tepmocrabunsrocts
[lpon3BoncTeeHHbIe WTAMMDI
Ynakoska**
Mapkupopka***

HaunmenoBanne nokasarens*

R|—=|o|e|ee|o|u|ea|w|w

* B cnyuae BHeceHHS H3MeHeHHs B HJ1 nepeventb n conepxanne mokasareseit moesxar
KOpPCKUUH B COOTBETCTBUH C JIEHCTBYIOMIEH HA TOT MOMEHT HOPMAaTHBHOMN TOKYMEHTALHE,
** «YnakoBka»: Omnmcanue $hopMbl BRIlycKa mpemapara IS BREIEHHS B I'paKIaHCKHi
0BOpOT: MaTepHalIbI, UCTIONB3yeMBIE IS H3TOTOBICHES IOTPEOUTENBCKON TaphI - (IIAKOHBIL,
MX HCII0NIb3yeMBIH 00beM, K1ace (IakoHOB, YKYIIOPOYHBIE CpeCTBa (MPOOKH, KOJIMAdKH),
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HaJlnyue KpBIIHCK-KaIIeHBHI/IH HOHI/IMepHLIX C ITPUHYIUTECIbHBIM OTKaIllbIBaHHEM piaIs:|
(iakoHOB, ymakoBouHbIE MaT€pHAILI, KOJIMYECTBO 103 B OHOM CAMHHIIE o0beMa, Hanume
MHCTPYKIMH 110 NPHUMEHEHHUIO, COCTAB KOMILIEKTA IIpelapata U KOJHU4YECTBO KOMIUIEKTOR B
OZHOH NOTpedUTENHCKO YIIaKOBKe.

*** «Mapkaposkay: Harecenue TCKCTa HA STHKETKY NEPBHYHON YNAKOBKH (ammmyny) n
BTOPHYHYIO yNaKoBKy (Ia4Ky) B COOTBETCTBHH C TPEOOBAHUAMY, IPEABIBIAIEMBIMH K
MapKUpOBKE, H YTBEPKICHHBIM B Munucrepcrse 3npaBooxpanenus PO makerom MEPBUYHOI
1 BTOPUYHOM YNIaKOBOK.,

73. KAB - Baknuna aHTHpaOHYecKas KyJbTypaabHas KOHUEHTPUPOBAHHAN
OIHINEHHAN HHAKTHBMPOBAHHAN CyXasi B KOMILIEKTe ¢ pPacTBopuTeneM — Boga aisa
HHbEKIHI

Na

n/n HanmeHoBanne nokazarens*

Bakumuna:
1 Onucanne

[ 2 IMoanunnocTs

Bpewms pactsopetus

4 Omvcanne BoccTanoBIeHHOrO npenapara
5 [Tpospaunocts pacteopa
6 LiBeTHOCTH pacTBopa

[ 7 pH pacrtsopa
g
9

L

[Toteps B macce npu BriCyMBaHMK

[ I'epmeTusanms
l 10 | Anb6ymuH Gbramit CBIBOPOTOMHAbIT
[_ 11 | O6mwuii 6eok

12 ] CrepunsHocTs

13 | IluporenHocts

14 | TokcuanocTs

I5 | Cneunduaeckas GesonacnocTs

16 | Creunuueckas akTHBHOCTS (MMMYHOTEHHOCTB)
17 | Tepmocrabunbrocts

18 | TpoussoncTBenubI mTamm
Pacreoputens-sona ans HHbeKUHIi:

19 | Onucanne

S O (S0 I T O _I__I__|_ ___I_IALJ __L_ L

| 20 [pH
21 | Cyxoii ocratok
22 Boccranasnuparonye BEIIECTBA
23 | VroabHsiii aHruapun 15

24 | Hutpatsl u HHTPHTEI

25 | Conu aMmoHns

[;26 Xnopujel

26 | Cynndatsi

Conu kanbuns

29 Conu TsxessIx MeTasios
30 | BakTepuanbHble 3HI0TOKCHHLS
31 MexaHndeckne BKTIOUSHHS
32 HoMHHanbHbBIN 06beM

33 | CrepunsHocTs
Komniextrnoers:

34 VYmakoBka**
Mapkuposka***

b .

2
(=]

L
L
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* B ciyyae BHecenus msMeHeHus B HJI mepeuens u conepikaHue MOKasaTeNell MOMIEKAT
KOPPEKIUH B COOTBETCTBHH C ACHCTBYIOIIEH Ha TOT MOMEHT HODMATHBHOM JIOKyMEHTAIHEH.
** «YmakoBkay: Omucanue (GOpMEI BBIIYCKa Ipenapara Ajs BBEICHUS B TI'paXJAHCKHH
000pOT: MaTepHaibl, HCTOTB3YeMbIe ISl H3TOTOBNEHHS OTPEOHTEIbCKOM Taphl - aMITyJIbI,
HX HCTONB3YEMBIA 00BEM, TMIPOIMTHUECKHH KiIace aMIyJl, yIaKOBOYHbIE MaTepHasl,
KOJIMYECTBO 7103 B ONHOH efuHHUIe 00bEMa, HATHYINE HHCTPYKIMHA 110 TIPUMEHEHHIO, COCTAB
KOMILICKTa IpenapaTa ¥ KOJIM4eCTBO KOMIUIEKTOB B OJHOM MOTPeOUTENBCKOM YIIAKOBKE.

R «MapkupoBka»: HaHeceHne Tekcra Ha 3THUKETKY TEPBHYHON YIAKOBKH (aMIlyiy) u
BTOPUYHYIO YNAKOBKY (IIa4Ky) B COOTBETCTBHH C TpeGOBAHMSIMH, NPEBABISEMBIMH K
MapKHpPOBKE, H YTBEPKICHHBIM B MunucTepcTse 31paBooxpanenus PO MakeTOM IepBUYHOM
U BTOPHYHOM yIIaKOBOK.

7.4. BIKJ 2, 5, 10 o3 - Bakuuna xe/roi JIHXOPAJKH KHBAsI CyXasd B KOMILIEKTE C
PacTBOpHUTEJIEM — BOAA Jisl HHbEeKIH. IIpoBeeHHe HCIIBITAHHMI 110 BCeM MOKA3ATEIAM

HI.

HN;'.“ HanmenoBanue noxasarensa*
Bakunua:
1 Ornucanne
2 IMommuHaHEOCTS
3 Bpems pactBopenus
4 LiBeTHOCTE
5 ITpospaunocTs
6 IloTeps B Macce NpH BHICYLIHBAHUH
7 BenkoBrrif azoT
8 OBansOyMHH
9 CTepHIBHOCTH
10 | BaktrepHaibHbIE 3HIOTOKCHHEL
11 | AHoManbHasi TOKCHMHOCTh
12 | Cneunduyeckas akTUBHOCTD
13 | TepMocTabUILHOCTH N
14 | I1pon3BOACTBEHHBIH LITAMM |

PacTBopuTenn-Boaa 4,19 HHbEKIHIL:
15 Onucanne

16 | pH

17 | KHCITOTHOCTE UK IMETOYHOCTH
18 | DaekTpompoBoIHOCTD

19 | Cyxoii ocTaTok

20 | BoccTaHaBauBaroILye BeMIECTBA
21 | Yraepona muoxcun

22 | Hurpatsl 1 HUTPHTHI

23 Ammonwuit

24 | Xmopumsl

25 | Cyneoarsl

26 Kanwuwmit u marauit

27 Tskenble MeTaIbl

28 | bakrepHanbHblE SHIOTOKCHHE!
29 | HUzBnexaeMblii 06beM

30 | Mexannueckne BKIKOYEHUS

31 CTepibHOCTD
KomniiekTHOCTS:

32 | VmakoBka**

33 | Mapkuposka***




* B ci1ydae BHeceHMs u3MeHeHHS B HJI nepeuers u comepxanre moxasaresieii HOJJISKAT
KOPPEKLUH B COOTBETCTBHH € AEHCTBYIONIEH HA TOT MOMEHT HOPMAaTHBHOH TOKYMEHTAIHEH,
** «YnakoBka»: Omucanue (opMEI BBITycKa mpemapata IS BBENCHHS B IpaXkJaHCKHi
000poT: MaTepHaNbl, HCIOMB3YeMBIE IS M3TOTORJICHUS NOTPEOUTENBCKON Taphl - aMITyIIbL,
MX HCTIONB3YeMBIH 00BEM, TMAPOTHTHYECKHHA KJIace aMIryi, YIIaKOBOYHEIE MaTepHAbI,
HalM9Me Ha amnynax u nadkax VVM — unnmBuayansaoro HHIVKATOPA «XOJOAOBOM HEMH»
(Ipu SKCIOPTHPOBAHHH ipenapara 1o muand BO3 u HOHuCed), komuuecTBo 103 B orHOM
CIMHULE 00beMa, HAMMYHE MHCTPYKIUH 110 NPUMCHCHHIO, COCTaB KOMILIEKTA IIPENapaTa u
KOJIMHCCTBO KOMILIEKTOB B OTHOM NOTPEOUTENBCKOM YITaKOBKE.

*** «Mapkuposka»: Hanecenue Texcra ma STHKCTKY TICPBHYHOM YIAKOBKH (amirysy) u
BIOPHYHYIO YNAKOBKY (ITa4Ky) B COOTBETCTBHH C TPeGOBAHHAMH, NIPEABABIACMBIME K
MapKMpOBKE, W MaKeTaMM II€PBHYHOH H BTOPHYHON YIIAKOBOK, YTBEPXKICHHBIMM B
Munncrepcrse 3npasooxpanerns P® m6o 8 BO3 IpH 3KCIOPTHPOBAHMH IIpenapara IIo
munud IOHuCe .

7.5. BIKJI 2, 5, 10 103 - Bakuuna xkearoi JIHXOPAJKH KHBafl cyXasi B KOMILIEKTe ¢
pacTBopuTeaem ~ Boaa At HHbekuuii. [poBenenne HenbITanmMii 10 5-1 MOKA3ATE/ISIM

Ne HaumeHoBanue nokasarens*
n/n

Bakunna:

Onncanne

1

2 Bpewms pacteopenus
3 IIBeTHOCTH
4

5

[TpospagHocTs

bakTepHanbHbie 3HM0TOKCHHBI
PacTeopuTenn-Boaa Ans WHbeKIML:
6 Onucanne |
7 pH ]
8 X10pH/ib

9 | Cynsdars

10 | Taoxenbie MeTams!
KomnjiekTHocTn:
11 VnakoBka**

12 | MapxupoBka*** |

* B cnyuae BHecenus m3menenns B HJ NIEPEYEHDb U COJEP)KaHHE TMOoKa3aTesnel Moexar
KOPPEKIH B COOTBETCTBHH C AEHCTBYIOIIEH Ha TOT MOMEHT HOPMATHBHOMN JIOKYMEHTAIHeH.,
** «YmakoBka»: Onmcanue (popmbl BBITYyCKA Ipenapara Ul BBEACHUS B IPaXTaHCKMUi
000pOT: MaTepHAaIbl, HCIIOIB3YEMbIE [T H3rOTOBJICHUS IOTPEOHUTENBCKON Taphl - aMmyJIbL,
UX HCHONMb3YeMBIH O0bEM, IMAPOTHTHYECKHI KIACC aMIyJl, YIAKOBOUHbIC MaTepHaIbI,
HAJIMNE Ha aMIynax ¥ naukax VVM — uHAuBHIyaIbHOTO HHANKATOPA «XOJOJO0BOH ey
(ipu sKCIOPTHPOBaHUM Hpenapara nmo muEEE BO3 FOnuced), xonuyecTBo 103 B 0MHOM
¢/MHAne 00beMa, HAMMYKME MHCTPYKIHHA MO IPHMEHEHHIO, COCTAB KOMILIEKTA mpenapara u
KOJIMIECTBO KOMILIEKTOB B OJHO! NOTPEOUTENHCKON YIIaKOBKE.

**% «Mapkuposka»: Hanecenue Tekcra Ha STUKETKY MEPBUYHOM yIaKOBKH (aMIyily) u
BTOPHYHYIO YNAKOBKY (UA4YKy) B COOTBETCTBHH C TPeGOBRHHSMIL, IPENBSIBIAEMBIMU K
MapKHMpOBKE, ¥ MaKeTaMH [CPBHYHOH M BTOPHYHOH YIAKOBOK, YTIBEPKACHHHIMH B
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Munucreperse 3npasooxpanenus PO nuGo 5 BO3 IpH SKCIIOPTUPOBAHHMHM Ipenapara Io
munand I0HuCE .

7.6. BIKJI 2, 5, 10 nos3 - Bakuuna sxesroii JIUXOPAJKH JKHBasl CyXas B KOMILIEKTE ¢
PacTBopuTeaeM — Boja 1uis HHbeknwmii. [Iposenenne uenbiranumii mo 3-M mokazarejasam

HJL.

a
':;"-n HanmenoBaune nokxazarens*
Bakunna: ﬁl
| Onucauune
2 LiBeTHOCTE
3 ITpo3paunocTs
PacTBopuTenb-Boaa ans unbekumii:
4 Onucanue
5 pH
6 XIopuiisl
7 | Cynbdater
KomMnyiekTHocT: [
8 Ynakoska** ‘
9 | Mapkuposga*** J

* B clyqac BHECEHHS W3MEHEHUS B HJI nepedens u conepxanue mokasareseii HOMJIEHKAT
KOPPCKIIHH B COOTBETCTBHH C ICHCTBYIOMIEH Ha TOT MOMEHT HOPMaTHBHORN JOKYMEHTaI[HEH.
** «Ymakoka»: Omnucanue bopmBI BBITycKa mpemapata KIS BBENCHHS B TpaXXI1aHCKHit
000pOT: MaTepHabl, HCTIOIb3YeMBIE TS H3TOTORJICHHS IOTPeOUTENBCKOM Taphl - aMITyIIbL,
HX HCIHONB3yeMBId 00BbeM, TMAPOJIMTHYCCKHI Kiace amITyJl, YIakOBOYHBIE MaTE€PHAJIBL,
HAIMYHC Ha aMmITyNax ¥ navykax VVM — HHIMBHAYaIbHOrO HHIMKATOPA «XOJI0M0BOM LEITH»
(IpH 3KCIOPTHPOBAHHH Tipenapara no nuaud BO3 u IOnHuUCed), komuyecTBo 103 B 0nHOlM
¢IMHALIE 00beMa, HATHYHE HHCTPYKIIHHA 110 IIPUMEHEHHIO, COCTaB KOMILIEKTa [penapara u
KOJIHHECTBO KOMILICKTOB B OJIHOM MOTPeOHTENBCKOH YIIaKOBKe.

¥** «MapkupoBka»: HaHecenwe Texcra Ha STHKETKY MEPBUYHON YNaKOBKH (aMilyiy) u
BTOPHYHYIO YIaKOBKY (HA4Ky) B COOTBETCTBHH C TPeOOBAHUAMH, NPENBABIIEMBIMA K
MApKHPOBKC, M MaKeTaMH ICPBAYHOH H BTOPHYHOH YIAKOBOK, YTBEPXKICHHBIMH B
Munnncreperse 3npaBooxparenns PO mi6o 8 BO3 IPH 3KCIIOPTHPOBAHUM IpPENapaTa Io
nunuy IOHUCED.

7.7. AnbOYMHH qes10BeKa (pactBop aus ungysnii 10 % u 20 %)

Ne
il Haumenoganue nokaszarens*
1 PpakuHOHHEIN cocTaB (anexTpodopes)
2 [lonumepsl u arperars
3 AnoMuH#il
< Ykcrora
[ 5 Bupycnas 6esonacrocts

* B ciyyae BHeceHus usMenenus B HJ NEPCYCHb U CONIEPXKAHUE IOKa3aTelel MOJUIeNaT
KOPPEKIIMH B COOTBETCTBUH C ICHCTBYIOMEH Ha TOT MOMEHT HOPMATHBHOI JOKyMEHTAIHEeH.
7.8. Kenarnu (papmaxoneiinoro KavecTBa)

Ne

n/n Haunmenosanue nmoxkasareJis*




| | Vaenshas snextponposoxsocts
2 Keneso (AAC)

3 Xpom (AAC)
4 | Hunk (AAC)

* B ciydae BHeceHus w3MeHenus B HJI nepeuens u conepsanne moxasareneii HOIEKAT
KOPPEKIIMY B COOTBETCTBUHM C NEHCTBYIOIIEH HA TOT MOMEHT HOPMaTHBHOH JOKYMEHTAI[HEl.
7.9. Caxapo3sa (papmakoneitnoro KayecTBa)

I Haumenosanne nokazatensn*®
IommuHOCTD: (

- AAC

-TCX

- Konvuecrennas peakuus
| DaexTponposoanocTs
Y nenpHoe BpameHue
WHTeHCHBHOCTD LBETA
Cynbipurel

* B clydyae BHECEHHS H3MeHeHHs B H]{ nepeuens u conmepsxanue moxasarenei MOJIeXKAT
KOPPEKIHH B COOTBETCTBHU C NSHCTBYIOLIEH HA TOT MOMEHT HOPMAaTHUBHOH JOKYMEHTAIHEIH.
7.10. Xonapouruna narpus cynbgar (papmaxomneiinoro KayecTBa)

{1}
HN!—n HaumenoBanue noxazarens*
1 INoanuarocTs (cnekTpanbHbIi MeTon)
2 YiaenbHoe BpanieHne
3 BszkocTs
4 Tskenvle MeTamibl #
5 PoJicTBeHHbIE coenpHenus (onexrpodpopes B [TAAT) J

6 Busyansnoe uinun gotomerpuueckoe THTPOBaHHE

* B cnyuae BHeceHHS m3MeHeHHS B HJT nepedens u conepxanue moxasaresei IoJyiexar
KOPPEKIIMY B COOTBETCTBHH C ASHCTBYIOLIEH HA TOT MOMEHT HOPMATHBHOX NOKyMEHTALHEA,
7.11. Hoaucopbar 80 (bapmakoneiinoro Ka4ecTBA)

Ne

n/n Hanmenosanue noxazarens*

IMoanuuHoCTE:
A — aacopbumonHas CTIEKTPOMETpHA
Ml — cocTaB XHUpHBIX KHCIOT (cnekTpomerpus)

—

Kucnornoe ancno

I'unpoxcunsHoe yncno

W

[lepokcuanoe uncno

Uncio oMbinenus

Tsxensie MeTassl

Bogaa

SO ~l| |

Oomas 30ma

[_ T




