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Hacronque Texx[qecxile ycltoBl4n pacnpocrpaHnprcn Ha neqarHbte u3Aenrn us 6yuarn,
npeAHa3HaLleHHUe Ans ynaKoBHBaHt,lF roroBbrx neKapcrBeHHbtx cpeAcra (ra6nerru, Apaxe, aMnynbt
u Qnaronut c neKapcrBeHHbtMt4 cpeAcrBaMt,r AnF taHbeKqufi, xr4xure neKapcrBeHHbte $opruur,
c14ponu, Kanfl14, Ma3n, nacTbl, nIHuMeHTbr, rfla3Hbre Ma3il, aopo3ofl14, Kancy.nbt, cynno3]1Topt414,
nnacrblpl4, l-lBerH, nfloAbt, ceMeHa, flilcrbf,, TpaBa, Kopa, KopHt4 14 KopHeBilu.la) na asrouarhqecKux
Sacoeovnutx nrHuFx t4 BpyqHylo Ha npeAnpilArnax Saprtaaqeer[qecxofi npoMbtlufleHHocrt4.

l-lpuuep 3anncv nocraBKr ta3Aentan npu 3aKa3e r B KoHcrpyrcropcxoi AoKyMeHraLlilu:
lle'{arHHe u3Aenne ra 6ynaarn Ane ynaKoBbrBaHuF neKapcrBeHHbtx npenaparoB ry 17.2g.1g-oo1-
25662995-2022.

'1. Texmrqecxne rpe6oeanrn

'|-.1 Ocxoexute napaMerpbl r pa3Mepbl
1.1 .1 lAsgent4e usroroBnnor B coorBercrBr4u c rpe6oeaH[eMt4 Hacronqero craHAapra 14

rexHrqecKoil 4oxyrueuraquvi Ha KoHKperHoe l4sAenfie rflil rpynny rs4enufi (rexnonoruvecxrfi
perflaMeHr, rexH[qecKoe on14caH1,1e il r.A.) u oopaaqou-oranoHoM, frBepMeHHbtM B ycraHoBneHHoM
nopeAKe.

1.1.2lAsaent4e il3roroBflnor QanuqoBaHHbrM14 ilflil He QanuqoaanHbtMt4; c nepQopaqueh unn
6es nee; cKneeHHbte u He cKfleeHHbte; c KfleeM 6eg ocraroqxofi nunxocrr I c ocrarovxoil nnnxocruo;
c oAHl4M $anuqerra (npe4Qanuq) unn HecKofibKr,rMu Sanuqanau (cru6aur); c AononHrrenbHbtM
HaHeceH],1eM 6ilroeor h 6ee e 3aBilct4Mocrl4 or AaflbHefiulero Ha3HaqeH[e nsgenuit.

1.1.3 Bu4ut tl ilcnonHeH[e Qanuqoaxn usgenuil ils 6yuarra Ans ynaKoBbrBaHrfi
lreKapcrBeHHux npenaparoB npt4BeAeHbt B nprnoxennu A.

flnn $anuqoBKl,t ilcnonb3ytor ABa ocHoBHbrx MaluilHHbrx cnoco6a - Hoxeeoil r raccernuril.
,flonycxaerce no corflacoBaHl4to c norpe6nrefleM u3roroBflfirb t43Aeflt,tr r,rs 6ynaarr Apyrrx

ByrAoB 14 ilcnoflHeHwil npu ycnoB[14 coxpaHeHfiF TrnoB Sanuqee.
1.1.4 MuluuanbHbte pa3MepH uegennfi go $anuqoexr,r 60x95 MM; MaKc[ManuHurfi pa3Mep

v34enve 4o Qanuqoexr - 525x1020 rvrn,r.

MnnunaansHaa Anvla Qanuqoaxr - 15 una. MaxcruanuHan ronqrHa h3Aeflug nocne
Sanuqoaxr 8 uu. MaxcutuanuHoe KonnqecrBo napaflnefibHbtx Qansqee - 16, nepneHAlaKynfipHbtx
Qanuqea - 4. (rsuexeHHafl pegaKqrn, or anpene 2022roAal.

L - 4nuna Qanuqa
h - ronqnna vs1ennt nocne Qanuqoexr

1.1.5 PasMepbt, rexH['.{ecKoe n rpaQrvecKoe rcnoflHeHue u3Aefiufi, e coorBercrBr4l4 c
opurrHan-MaKeroM yxa3btBalor B rexHrqecrofi 4oxyueHraLlr[ (cxeua Qanuqoaxra) Ha KoHKperHoe
u3Aenile ilnr4 rpynny usgennh.

1.1.6 Ilpe4enbHbte orKfloHeHilF or KoHeqHbrx pa3Mepoe ua4enufi ns 6ynaarn He AonxHbr
npeBHuJarb no AnuHe r uJl4prHe 0,5 uu 4nn neQanblloBaHHbtx nsgenuil, 1,0-1,5-2,0 MM AnF
QanuqoaaxHbtx 143Aeflilft (e saarcrruocryt or cxeMbt Sanuqoaxr).

1.2 XaparreprcrrKtr

1.2.1 Ha noBepxHocrt v;Aenn+ He AonycKaprcn MexaH[qecKile noBpe4eHyrl, MoprJ.14Hbr,
3arHfrue yrnbl, MacneHble nFTHa il Apyr[e AeQeKIbr. Ha euceqxax He AonxHo 6urru pBaHHx rpa€a u
3ayceHeLl.

1.2.2 O6pes KpoMoK AonxeH 6urru poaxutM, r{t4crbtM.

1.2.3 Kocnna ushenuil npqMoyronbxofi Qopruur He AonxHa npeBHuarb 1 n,tu na A;rr,1Hy.
1.2.4 Ilnauu cru6a npr Sansqoaxe HaHocer prneexofr, 6ilrosxoft, prqoaxoft unr xoxeeoi

cexqrei (nepgoprpoeaxneu).
Cnoco6 HaHeceHile nnauil crra6a (Sanuqa) ycraxaBfltaBator B saBilo,tMocryr or ronr4]tHbr

v34envq no corflacoBaHuo c 3aKa3q14KoM B coorBercrBl414 c npunoxeHneu A.
Jlwuuu cru6a no eceil 4nuue v3Aenve AonxHbr 6urru uaxeceHbr qerKo, paeHoruepno, 6es

nepeKocoB I o6ecne.ailBarb cnoxeHtae ta34efliln c 3aAaHHbtMLl KoHeqHblMI pa3MepaM14.
Ha nrnmsx cru6a He AonycKaercn noBpe4eH[e noBepxHocrt4 6yuarr, HapyuJaoqee

coxpaHHocrs rpaQuvecroro uso6paxeHufi t4 LlenocrHocrb Marephara, 3a rcKnrcqeHheM clyqaeB c
np}rMeHeH}reM HoxeBoi cerqtt, B 3ToM cnyqae AonycrilMbt cneAbl nepsopaqrr.
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He Aonycxaprce pa3pbtBbt Marepuana no nilHhr4 cru6a pa3MepoM, npeBbtuarcqxM
nepQoprpoeaxHuti cneA or xoxeaoi cerqxx. fionycxaorce Mopr4r4Hbt Marep[ana s6nrag4
BHyrpeHHero cru6a npu npeBbnrJeHrI ronl.t1uru csanuqoBaHHoro u31env1 2,0 rtt1rvr.

(rsuerexman peAaKqre, or anpern ZO22 rc4a1.
1.2.5 [lnnuu cru6a u orpe3a AoltxHbr 6urrs e3ata[rHo nepneHA[KynepHbrMr4. Orxnoxenue or

nepneHAuKynFpHOCTu nnnuit He AonxHo npeBbil..uarb 1,0 urvr Ha AnilHy $ansqa.
1.2.6 <DanuqoaanHbte cKneeHHUe u3AenilF u3 6yuarr AonxHbl 6uru c 4ocrarovxofi

npoqHocrblo cxnefixr, o6ecne,{laeatoqeil npilMeHeHue us4enrfi no Ha3Haqenrp 6eg pacKpbtr4fl B
Mecrax cxneixu.

_ l-lpn pacKpbtrt4t4 cKfleeHHbrx nxcrpyxqufi AonycKaprcn noBpex(AeHre noBepxnocrn 6yuarm
6es norep14 LlenocrHocrfl npI orcyrcrBr4]r rexcroaofi rx$opruaqur na cKneeHHoM yqacrKe;
HapyueHt4F noBepxHocru 6yuaru npil Hanvywi rercroeoil rnQopuaquu He AonycKaerce. He
AonycKaeTcs Hanhqile cne,qoB Kflen B MeCTax, He npeAyCMOTpeHHbtx CxerraOfi CxnefiXu.

llpr ucnonu3oBaHilkl KneF c ocraroqnoil nunKocrblo, AonxHo o6ecnequaarbce noBTopHoe
cKnerBaH[e B Mecrax cxnefixvr npil cilnoBona aosgeftcrBM Ha HIX He MeHee 2 paa.

1.2.7 XypoxecrBeHHoe oQoprunexue I non[rpaSrvecxoe hcnonHeH[e uegennil AoflxHo
coorBercrBoaaru o6pasqy (opnrr,rnan-uaxery), yrBepll1qeHHoMy B ycraHoBneHHoM nopeAXe.

Cueqenue neqar[ orHoct4renbHo 3aAaHHoro Ha qeprexax He AonxHo npeauruaru 1 uu.
1.2.8 l-le'{arnoe rso6paxeHue Ha u3Aenrex AoflxHo 6urru qerxru, 6es rcxaxenuh n

npo6enoa. He 4onycxalorcq cneAbr Bbr.t]l,tnbrBaHl,tc BonoKoH c noBepxHocrr yt3Aeflug 14 orMapbtBaHue
KpacKl4.

1.2.9 Kpacovxuril Qox LlBerHbtx uegennfi AonxeH 6urru paaxoMepHbtM.
l-{eer nevart4 AonxeH coorBercrBoBarb frBepxAeHHouy o6paaqy-oraltoHy, cornacoBaHHoMy

c norpe6rreneM B ycraHoBfleHHoM nopFAKe.
1.2.10 fleqars AoflxHa 6stru qerxoft, nerxo qrraenaofi, He Kpacnulefrcs. He AonycKaorcn

3arpt3HeHue vntA flerHa or neqarnoil KpacKn, 3arpyAHetolqt4e qreHt,le naAnrceil, orcnoeHue KpacK[.
1.2.11 Cnoco6ut HaHeceHlan neqarn, rpe6oeaxrn K coAepxaHt,l]o ,1 KaqecrBy neqaril,

Sanuqoerr, cxneilrr ycraHaBnt4Balor B TexHr4qecKoil 4oxyuexraLlnv Ha il3Aentan AnE KoHKperHbtx
Bl4AoB npOAyKt-I414 (CnequQraxallrr no ravecrey) no cornacoBaHrto c 3aKa3qIKoM.

1.3 Tpe6oeaHrn K cbtpbn, MarepranaM, noxynHbtM t{3Aent,tRM

1.3.1 lAsgenua r3roroBnetor rs 6yuarr, npeAHa3Haqexnofi Anf, neqaranrn oQcernun,1
cnoco6ou, no I-OCT 9094-89 uaccoil nerro 1 rvr re. 37-130 r/u2. (usuexexxaf, peAaKqrf,, or
aBrycra 2019 ro4a).

,Qonycxaercq no cornacoBaHup c norpe6nrefleM [3roroBflflTb tts1enne ns 6yuaru Apyr[x
Br4AoB (naenoaannsle, caMoKnecqaqcs I Ap.).

1.3.2 Konrpernstfi BUA MarepilanoB cornacoBbtBaercr c norpe6urefleM I yrBepxAaercn B
ycraHoBneHHoM nop9AKe.

1.3.3 ,[nn HaHeceHhF neqaril ucnonb3yor 6urcrposaxpennqtou.luecn o$cerxue neqarHHe
KpacK[ Ane n]4croBoil neqaru Ha ocHoBe HarypanbHbtx Macen. l4cnonusoeaHile KpacoK, ne croilxux r
14CT14paHUlo He AOnyCKaeTCe.

1.3.4 finn cxnefixu AoflxHa np[MeHFTbcF BoAHaR Aucnepc],rs Ha ocHoBe ct,lHTeruqecK[x cMon
no I-OCT 18992-80. fionycxaerce nprMeHsrb Apyrile Kner, He ycrynapu]t4e no KaqecrBy.

1.3.5 Canurapno-rurheHuqecKile noKa3arenta 6esonacHocrt,t u HopMarrBH Bel4ecrB,
BblAen9pu.ll4xcq 143 Marep[anoB, np[MeHFeMbtx AnF ]43roroBneHils neqarHbtx nagenuil rs 6yuaru
AnF ynaKoBUBaHilq nexapcrBeHHbrx npenaparoB AonxHbt coorBercrBoBarb rpe6oaaxrnu
TexHuqecKoro pernaMeHTa.

1.4 Maprupoera

1.4.1 Kaxgae eAuHt4Lla ynaKoBKr4 AoflxHa 6uru saKfleexa nenroil xneeaoi (ecnn npnuenuuo)
il o6ogHa,.{eHa e pn bt KoM, coAepxa u.14 M cn eAyoulyro u neoprraaLlLl }o :

- HanMeHoBaHUe r MeCTOHaXOXAeH[e U3TOTOB[Tefl9,
- HaAMeHOBaHUe npoAyKql,lr,t;

HaIMeHOBaHhe 3aKa3qIKa;

HauMeHoBaH14e HOpMaThBHOTO AOKyMeHTa;

Koflr4qecrBo ua4enufi B ynaKoBKe;

Ne saxaga 3aKa3qr4Ka;

N9 3aKa3a/ naprilr u3roroBlareflq;

AaTa [3roToBneHt4t;
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ncnoflHHTeflb;

- cpoK 14 ycnoBus xpaHeHre. (rsuenexxa, peAaKqxr, or aBrycra 2019 roga).
1.4.2 YnarosaHHae npoAyKt{t4F cKflaA[pyerce Ha noAAoHbt, oKaHroBUBaerce crpeilv-

nnenxofi. I'lpu xeo6xoAr4Mocrl,l naflflera AonoflH[renuno Srxcrapyercn yroflKaun v3 KaproHa rnyr
n,lacT[Ka, cTponoBbtM14 neHTaM],1 ,l Kpbil.xKaM[ Ann nyvulefi coxpaHHocT]4.

KaMui noAAoH c npoAyKqt4efr uapxrpylorcn sruKerxofi, xoropae coAepx[r cneAy]ot{yro
o6RsarenuHyo rxSopuraqrto:

HailMeHOBaH14e il MeCTOHaXOMeHile il3rOTOBilTenR;

HauMeHoBaHue npoEyKq1414;

HailMeHOBaHUe 3aKa3qilKa;

Ng saxasa 3aKa3qrKa;

Ns gaxasa/naprt,l u npou3BoA[refl e ;

- BrlA ynaKoBKl4;

- KOTII4qeCTBO ynaKOBOK;

- Koflr4qecrBo uegennfi

- Bec 6pyno;

AaTa r3roroBIeH1,1c;

cpoK 14 ycnoBilF xpaHeHuF.

1.4.3 Haxecerre Ha MapKrpoBKy MaH[nyneqroHHbrx sHaKoB <Xpynroe. Ocropoxxo>,
<<Eepeuu or BrarrD, <<Kprcxaur xe 6paru> u <<[IJra6ent,tpoBarb 3anpeulaercflD B coorBercrBt4t4 c
rpe6oaanrnuu I-OCT 14192-96, cuMBon Bo3MoxHocrr noBropHoro tacnonb3oBaHVs vnv ytvinnsaqntn
<<flerng Md6uyca> no rexH[qecKoMy pernaMeHry (1). (r,raueneHHan peAaKqxe, ot anpena 2022
roga).

1.4.4 lonycKaercn no cornacoBaHvlo c norpeOrreneu go6aBrflrb nlunn rcxnx;qarb
nxQopuaqrrc rr MaHrnynnUloHHbre 3Haxn Ha MapxlpoBoqHbtx Rpnblxax Kacapqyrccn
npo[3BoAcrBa }l Ha3HaqeHl,ln npoAyKqx]{, a raro(e HaHocl,rTb AOnOnHxrenbHyK, MapKlpoBKy no
cornacoBaHxouy o6pasqy. (nauexeHHae pe.qaxqrn, or anpenf, 2022 roAal.

1.5 Ynaxoexa

1.5.1 Ynaxoaxa uegennfi 143 6yrvraru AonxHa rapaHrr4poBarb nx coxpaHHocrb np14
rpaHcnoprl4poBaHur. B o4ny ynaKoBoqHylo eAilH14r-ly (navxy rnn roQporopoo) yxna4btBapr il3AeailF
vs 6yruarn, I43roroBneHHbte v3 oAHoro Marepuana, oAHoro BrAa, ogrxaxoeoil orAenKu n
xyAoxecrBex noro (rpaSnvecxoro) oQopunen rn.

1.5.2. lAsgentAA tA3 6yruaru pa3MepoM no 370 x 1000 MM ynaKoBbtBalorcn B naqKr no 250-
8000 ur. B coorBercrBvlu c rpe6oeanrrum norpe6mrenn; cBepxy t4 cHt13y npoKnaAbrBaprcn
KaproHoM ronulunoi He MeHee 0,3 uu.

(rauexernan peAaxqxr, or anpenr 2022rogal.
,flonycxaercg no corflacoBaHH]o c norpe6rreneM na'.{Kr4 c l,13AenuFMu nelyuarn AonoflH[renbHo

o6an4eponrBarb crpen - nexrofi c AByx cropoH Ha paccroeHnr He MeHee 1 cu or Kpae naqKil.
flaqxr c usgenuh ra 6yuarr repMerur{Ho ynaKoBHBaprcs repMoyca4ovnoil nnenxofi, ronqraxofi

He MeHee 19 mxur.

YnaxoeaHHute repMoycagovxofi nnenxofi naqKr B coorBercrBi4u c rpe6oaaHuflMt4 norpe6nrenr
Moryr ynaxoBbtBarbcn e roQpoxopo6a. Macca ro$poxopo6a He AoflxHa npeBHUaru 10 xr.

1.5.3. l4a4enun us 6yuaru c npeABapurenuxofi $anuqoaroil ynaxoasraaprce B naqKr no 50-
550 ur., Koropbte cBepxy 14 cHt43y npoKnaAuBaerce nepenflerHbtM KaproHoM ronqunofi 1,2xO,2uu
nr6o KaproHoM ronqrxoi He MeHee 0,3 MM (no comacoBaH[p c norpe6ureneu);
o6ax4eponuBaprce noBepx npoKflaAoK crpen-neHroil, c 4eyx cropoH Ha paccronHnr He MeHee 1 cu
oT Kpag naqKl,l.

(uauexexxae pegaKqrf,, or anpens 2022ro4a1.
O6angeponeHHHe nar{Kil ynaKoBHBarbcs e ro$poxopo6a. Macca roQpoxopo6a He AonxHa

npeeuuars 10 rr.

1.5.4 Vlsgenua us5yuaril c MHoxecreexxofi $anuqoaroil, B r.v. cKneeHHbte, ynaKoBHBaprcg
e xopo6a (nqmxn) raa roQpnpoBaHHoro KaproHa, coAepxaque oAilHaxoBoe Konrr{ecreo rs4enrfi.
l4s4enun yKnaAbtBaprcn B BeprilKanbHoM nonoxeHur4 na 6onee gnrnxofi rpaH[ c npilMeHeHleM
xecTKl4X npoKflaAOK MeXAy CflOqMr I pCAaMr.
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1.5.5 t4gAenun rs 6yuar[ pa3MepoM cBbrrxe 370 x 600 ynaKoBbtBa]orcn naqKaMr no 1000 g.r.
e xpaQr - 6yruary.

1 5:6 fionycxaercn ,qonoflHvrrenbHae ynaKoBKa cQoprurpoaaHHbtx roQpoxopo6oa c
npo4yxquefi B repMoyca4oqHylo nfleHKy.

,[onycruuoe orKnoHeH]4e KonilqecrBa uryK r43Aenril e e4rn[qe ynaKoBK[ He AonxHo
npeBbil.larb t0,5% or 3aFBfleHHOTO Ha IHA14Bl,1AyallbHOM MapKrlpoBoriHoM gpnbtKe.

1.5.7 YnaxoBaHHUe B repMoyca4oLrHylo nneHKy naqKu nlll4 ro$poxopo6a c npo4yxqraeil
pacnoflaralorcs Ha nannere, Bbrcora roropofr He AonxHa npeBbtluarb 1,6 rvr.,[nn gononturenuxofr
Qnrcaquu nannera ynaKoBbtBaercfl B crpefiv - nnenrofi 14 Moxer yKpennnTbcn yronxarvrr (npra
rpaHcnoprt4poBKe Ha paccroeHr4e cBbLlJe 500 rnlt).

He 4onycxaercn 4e$opMall,lfl 14 cMeuleH[e naqeK rnu roSpoxopo6oa c npoAyKt-luefi a pn4ax
u cno9x np14 ctoaArpoBaH14il Ha noAAoHbt 1,1 TpaHcnoprl,tpoBaH[14.

_ 1.5.8 flonycrurua aflbrepHar[BHan ynaKoBKa, He yxyAua]oqar KaqecrBo npoAyKq]t4,
o6ecne'{laea}ou.lae coxpaHHocrb ynaKoBKr4, orBeqapu.lan rpe6oaantarM TexHrvecroi 4oxyMeHTaq[14
n pou13BoAr4Tefl F u cornacoBaH Haq c norpe6rrenerr,t.

2 Tpe6oeaxls 6esonacHocru

2.1 lAsAennn ra Oynaaru Ane ynaKoBbrBaHile neKapcrBeHHbrx npenaparoB He roKcr4qHbr, B
o6par4ennu 6esonacHut. Vsgenua us 6yrrrarn FBnFtorcn roplo,.{14M MarepyranoM, noxapoonacHbr.

Ilpu xpanexuu nsgenuil ue 6yuaru cneAyer co6no4ars npaB[fla noxapnofi 6egonacnocrr.
flpu saropaxuu usgenuh ue lyuarn cneAyer rytut4Tb nto6un,tu cpeAcrBaMu noxaporytxeHile.
2.2 lAsgennn ra 6yuarr t,l3roraBnt,tBator B noMe[rleH[ex, o6opy4oBaHHbrx o6qeo6ruexxofi

npuror{ Ho-Bursxxoi eexrrnnqneft .

[lpouaeo4crao rs4enufi rs 6ynaarn AonxHo 6unu o6ecneqeHo rexHtaqecKlaMr4 cpeAcrBaMu
KoHrponn 3a BosAyrxHofi cpe4ofr a pa6ovefi sone.

2.3 llpu [3roroBfleHun uegenui,t us 6yuarr BbtAeneercfl 6yuaxnaR nunu. flpegenuno
AonycrrMafl KoHqeHrpaLl[e 6yuaxnofr nbrnh B Bo3Ayxe pa6ovefi 3oHbt npor3BoAcrBeHHbtx
noueqennfi - 6,0 ur/u3.

llpeauuexue npeAenbHo 4onycrrnltofr KoHqeHTpaq[il 6ynaaxnofi nbtru4 oKa3btBaer
pa3Apaxapulee geicraue Ha cnil3ucryo o6onor{Ky Auxarenunsrx nyrei.

Syuaxnan nbrflb cnoco6xa x eogropaHIto or r4crorlHt4KoB orKpbtroro orHg.

2.4 l-lpr ilcnonb3oBaHuu B npon3BoAcrBeHHbrx ycnoBtasx Kflee BoAHo-Ar4cnepcuoHHoro
nonrrpaQuvecKoro, a rapre npt,t BbrcuxaHfiil Knes npo[cxoAt4T BbtAeneH[e B Bosgyx Bt4Hnnallerara
tt yxcycxofi K[cnorbt.

Kounnexc neryqilx BeulecrB, BbrAensou{r4xcf, v3 Knes npr4 npeBUUJeH[il npeAeflbHo
Aonycrl4Mblx xonqenrpaqufi B Bo3Ayxe, oKa3brBaer pa3Apaxaloqee 4eicrane Ha cflh3t4crbte
o6ono.{xr4 BepxHr4x AuxarenbHux nyrefi ta rna3.

Bu n nnaqerar, KpoMe roro, o6na4aer o6qero Kct4vecKh M 4eicreu eru.

2.5 OQcerHHe KpacKil, t4cnonb3yeMbre AflF neqarr Ha r3Aeflraex rs 6yuarr, sBflFrorcg
cna6oro xcur.{ H bt M 14 noxapoonacH bt M n poAyKToM.

Ilpeauulexre npeAenbHo Aonycrr4Moft roxqexrpaqilu cna6oroxcrqHoro Beu.lecrBa Bbt3HBaer
pa3ApaxeHue rna3 n Koxr,1.

2.6. l-lpe4enbHo Aonycrl4MHe KoHqeHrpaqilh BpeAHbrx Beu.lecrB e pa6ovefi 3oHe He AoflxHbr
npeBHluarb HopMarIBoB, ycraHoBneHHbrx coorBercrBy]ot{1,1Mt1 caHurapHbtMu npaBt4flaMr vl

rnrreHuqecK14M14 HopMaMh.

3 Tpe6oearrr pecypcoc6epexerre rt ororort,t]l

3.1 B qennx pecypcoc6epexeHile u l4crrrroqeH[F 3arps3HeHt,ts oKpyxaror.r.lefi cpeAbr orxoAbr,
o6pasyoqrecf, npn [3roroBneH]'r n ns1enuil ns loyuaru, a raoxe ynaKoBKy, 6uraulyro e ynorpe6nennu,
fr}rrlt43l4py]ot nlunu nepepa6arurBa]or Bo BTopr4r{Hoe cHpbe Ha cnelll4ann314poBaHHbtx npeAnpusrt4ex.

3.2 Ynaxoaxa, 6HeuJaR a ynorpe6neHnv tA Henp[roAHa+ AnA nepepa6orxx Bo Bropr4qHoe
cblpbe, AonxHa 6uru no4aeprHfra 3axopoHeH[]o unv yrtnnu3aqul'l B nopflAre, ycraHoBneHHoM
3aKoHoAarenucreou PO.

6
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4 flpaerna npxeMxx

4.1 lAegenun us 6yn,tarn AnA ynaKoBUBaH[R neKapcrBeHHbrx npenaparoB nperqbeBnepr K

npt4eMKe napr]4FM14.

[1aprneil cqhra]or Kon[qecrBo neaennfi oAHoro BuAa, ilcnonHeHus, pa3Mepa, [3roroBrreHHbrx
t43 Marep]4ana c oAuHaKoBbtMt4 KaqecrBeHHbrM14 xapaKrepucr[KaM14, oQopunennue oAHt4M
AOKyMeHTOM O KaqecrBe.

B naprro uoryr 6utru BKnpr{eHH ynaKoBKr4 c pasn[qHbrM xyAoxecrBeHHbtM o$opunenuerra,
or4en xofi il BcnoMorarefl b H bt M 14 ynaKoBo'.{ H bt M t4 cpeAcrBaM la.

floryuexr o KaqecrBe BKn]oqaer e ce6n:

Hau MeHoBaH Ie cTpaH bt-143roToB14Tens ;

Hat,tMeHoBaHlae npeAnpuert4f,-[3roroB[TenF ulunu ero roeapxurfi 3HaK, ero
ropr4Ar4qecKrfr a4pec u KoHraKrHbre rene$onu;

- HanMeHoBaH14e npoAyKt_11414;

- BilA, ncnoflHeHre, pa3MepH, BcnoMorarenbHbte cpeAcrBa (npn nanrvrr,,|);

- HOMep napr14l4;

KOfl r4qecTBO npoAyKqr414 B napT[14;

- AaTy r3roroBneHnF;

o6osxa,aeHtae Hacrosllero craHrqapra;

p$ynbrarbt ucnuranufi uflil noATBepxAeHre o coorBercrBr4[ KaqecrBa nsgenuil us
5yuaru rpe6oaanun M Hacrocqero craHAapra;

- c]4MBOfl BO3MOXHOCTil nOBTOpHOTO [Cnorrb3oBaH14F unv yTnnu3aqtnv <<fletns
M66ryca> c yKa3aHueM Marep[afla, u3 Koroporo [3roroBfleHa ynaKoBKa, B ara4e qraspoBoro KoAa
u\unu a66peBrarypbt no rexHrqecKoMy pernaMexry (1).

B Aoryuenr o KaqecrBe AonycKaercfl BHoo4rb Apyrylo raxQopuaqrto, Kacaou{ytocs Kar{ecrBa
npoAyKq14r,r.

4.2 llpu KoHrpone Kar{ecrBa npoBoAsr npueMo-cAaroqHbte, nepuoAt4qecKue H T[noBHe
ucnbraHutn nagenuh us6yuaru B coorBercrauu cta5nurleil 1.

4.3 [lprenao-cAaroqHUe hcnbrraHilF npoBoAergnn rax4ofr KoHrpon]4pyemoil naprnn nsgenuiri
us 6yuaru.

Tnnoeute ucnbtraHuF npoBoAFr npu nocraHoBKe npoAyKr-1414 Ha npo[3BoAcrBo, np]1
BHeApeHUrl I npilMeHeHilil HoBblx MarepilanoB, r43MeHeH[r rexHoflorr4]4 npokl3BoAcTaa usgennh ns
6yuarr, npr pa3Hornacvex B oqeHKe KaqecrBa rsgenri rs 6ynaarm.

4.4 llepnogt,t'.{ecKue ltcnbrraHile us4enufi ue lyuaru npoBoAnr He pexe o4Horo pasa e S ner
Ha naprflgx naqK]4, npoueAl.Ut4x npileMo-cAaToqHbte ucnbtTaHufl .

flo cornacoBaH[lo c 3aKa3q[KoM AonycKaercn B TexH[.{ecxofi AoKyMeHTaLlnvi Ha u31env1 v3
6yuaru AnA KoHKperHbrx Br4AoB npoAyKr-1414 ycraHaBn[Barb Apyrr4e cpoKr4 npoBeAeHrF
nepl,1oAl4qecKrx ucnutranuil il nepeqeHb KoHTpofl14pyeMHx noragareneil g 3aB14ct4Mocrr4 or
HasHaqeHt4s usgennil ue 5yuaru.

1

Kourponrpyervrsrri
noKa3aTenb

Konr,{ectao
rcnbrryeMbrx

oOpasqoa

Bu4 ucnurraxui Houep noApa3Aena, nyHKra

np14eMo-

crqaToqHbre
nepiloAr4-
,iecxre*

Tl4no-
Bbre

TexHh,tecrrax
rpe6oear.rui

nltetoge*
KOHTpOnfl

(a,{ecreo u3roroBneHhg
rcgennh us 5yuarn

Ka44an eAilH14qa
aur6opru

+ + 1.2
5.3, 5.4, 5.6, 5.7

5.8, 5.9, 5.10,
5.11,5.12, 5.13

eoMeTprr]ecKile pa3Mepbr B cootgercreuu c
nflaHoM KoHTponF

+ + 1.1.4, 1.1.5,
1.1.6 5.5.

3axrrapHo-rurueHuqecxre
'roKa3aren[ (4nn ue4enufi ,

(oHTaKTUpyloUl14X C

rruleeofi npo4yxqueri)

B cooteercrer4h c
nnaHoM KoHTponF

+ + fl o rexxr.{ecKoMy perrlaMeHry

t11
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4.5 llpnemxy naprrfi naqKt,t npoBoAer crar],rcrr4qecK]1M MerorqoM eu6opovnoro KoHTponF
KaqecTBa.

flnan r npoqeAypy au6opovxoro KoHrpons ycraHaBnilBator B rexHr.{ecroil AoKyMeHraqr4r Ha
[3Aenl,1F v3 6yuarr AnF KoHKperHbrx Br,rAoB npoAyKqr4tr B coorBercrBt4u c rpe6oaaHIRMV
HopMar[BHblx AoKyMeHroB Ha crarucrr4qecKue MeroAbt ]4 npolle4ypu aur6opor{Horo KoHTponF,
frBep4eHHbtx B ycraHoBneHHoM nopngxe (2, 3).

4.6 Ecnra B rexHilqecxofi 4oxynaeHTaLlilr4 Ha il3Aenue ms 6yruarr AnF KoHKperHbrx Br,lAoB
npoAyKqltl4 He ycraHoBfleH nflaH crarlcrl4qecKoro np[eMoqHoro KoHTpong, To KoHTponb Kar{ecrBa
rs4enrfi re 6yuarr npoBoAf,T no AByxcryneHqaroMy HopManbHoMy nnaHy eu6opovnoro KoHrpoflR
npn o6qeu ypoBHe KoHrpons ll no anurepHarilBHoMy npil3HaKy Ha ocHoBe npe,qena npt4eMneMoro
KaqecrBa AQL, pexorvreHAyeMbte 3HaqeHr,te xoropoil n pfi BeAeHbt a ra6nu4e 2.

Ta6n

4.7 ptna npoBeAeH[f, KoHrponn KaqecTBa il3 pa3Hbtx MeCr naprrr cnyvailxurrvr O6pasona
or6upaor eur6oprr a o6uelitax, yKa3aHHbtx e ra6nrqe 3.

B saeucutvlocrl,l or o6ueua naprt,lr4 negenuil, o6ueua aur6opxu r BentaqrHbt npeAefla
np[eMneMoro KaqecrBa (AOL, %) onpeAenq]or npileMoqHue n 6paxoBoqHbte qilcfla no ra6nrqe

llpuuevaHre - B xacronqefr ra6nraqe npxMeHeHbr cneAyou.ltae o6ogxaqeHrq: Ac - npxeMoqHoe
q[cno; Re - 6paroaor{Hoe qrcno

4.8 Ecnn qilcno HecoorBercrByror{r4x eAtaHr4q npoAyKqr4r4 e nepeofi eur6opxe MeHee
npueMoqHoro qncna nepeoil cryneHu t4n14 paBHo eMy, napr]4to np[3Ha]or npr4eMfleMofr. Ecnra qhcno
HecoorBercrBylot-tlt4x eAuHt4l-l npoAyKqr414, o6xapyxenxurx e nepaofi eu6opxe, npeBbtluaer
6paxoeovnoe qlcflo nepeoi cryneH14 uflta paBHo eMy, naprhto ct{nrator xenpneuneuoi.

4.9 Ecnr qhcno HecoorBercrByror{r4x eAhHr4q npoAyKqr4t4 nepaofr aul6opxu HaxoArrcfl B
14HrepBane MexAy npreMoqHbrM r 6paroaovnunlt qilcraMh nepeofi cryneHla, neo6xo,qruo
KoHrpon[poBarb BTopyn eut6opxy c o6uenltonlt, 3aAaHHbrM nnaHoM. Hucno HecoorBercrByrotll4x
eArHILl npo,qyKllt4H, o6napyxexnux e nepeofi u eropofi asr6opxax, cyMMt4py]or.

Ecnr xyuynFTI4BHoe (cytuuapnoe) vucno HecoorBercrBylot4t4x eAuH14q npoAyKqr4r4 MeHee
np[eMoqHoro '.|14cna eropoil cryneH[ ti|nn paBHo eMy, naprLlo cr{l4ralor npreunenaofi. Ecnu
KyMyflsrlrBHoe (cytvtuapnoe) vrcno HecoorBercrBytot{t,tx eAIH14]-l npoAyxqtlt4 npeBHluaer
6paxoaovnoe qt,tcno eropofi cryneH[ t,tnI paBHo eMy, napr[]o cr{urator nenprenaneuoi.

4.10 l-lo cornacoBaHtao c saKa3quKoM AonycKaercs ycraHaBn[Barb Apyr[e nnaHbr KoHTpofle
KaqecrBa a texHu.{ecxoi AoKyMeHTaqilil Ha ynaKoBKy AnF KoHKperHblx Bt4AoB npoAyKl-lt4t4,
TexHoflorrqecK]4x pernaMeHTax B 3aB[C14MOCTl4 OT Ha3HaqeH149 ynaKOBKl,l t1 3HaqIMOCT!4
HecoorBercraui roxrponupyeMux noKa3areneil raqecraa ynaKoBKn.

['lpnuevaxue - Ecnr ypoBeHb KaeecrBa BHpaxator npoLleHroM HecoorBercrByrou.l,lx eArHilLl
npo,qyKLl4r4, 3HaqeHue AOL (%) He AoflxHo npeeuuaru 10 %.

V

KoHrponrpyeuuri noragarefl b
f1 pe4en n pue MneMoro KaqecrBa AQ L ( n po rlexr HecoorBercrBylollll,tx

eAuHr4rl npoAyKqu!! ,rnu qucno HecoorBercrBtril xa 100 eAuHt4tl
nooavxunu). 7o

3neu:Hufi eng, l-eouerpnqecK[e pa3Mepbt 1,5-2,5

3

O6uena
napTH14, r.uT.

O6uerr,r
eur6oprr.

IUT

CoeoxynHuri
o6ueu
eur6op,

uJT.

[1pe4en npheMneMoro KaqecrBe AQL (npoqenr
recoorBercrBytou.lfi x eA I H 14 q npoAyxt lH h r4n I q 14cro Hecooreercrg14t)

xa 100 e4ur.rraq npo4yxqrara). o%. nopuansuutf KoHrponb

1,5 2,5

Ac Re Ac Re

)r 1200 4o
1200 rnro,{.

[lepaan 80 80 2 5 3 6

Bropan 80 160 6 7 9 10

)e. 3200 4o
10000 eKnro,{.

flepean 125 125 3 6 5 9

Bropan 125 250 I 10 12 13

)e. 10000 4o
15000 eKnro,l.

l-lepaan 200 200 5 I 7 11

Bropan 200 400 12 13 18 19

le. 35000
[lepaan 315 315 7 11 11 18

Bropan 315 630 18 19 26 27

8
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5 Merogur KoHrpon,

5.1 Ilepeg ilcnbraH[eM o6pasqu rs4enri ua 6yuaru KoHAt4qt4oHt4pytor no
(reuneparypa +23oC, BnaxHocrb 50%), FOCT 21798-76, e re.{eHue 4.{.

5.2 Tpe6oeaxun K KaqecrBy ta3roroBfleHiln rs4enrfr ua 5yuaru I MeroAbt
nprBeAeHH e Ta6nrqe 4.

pexuruy 7

KOHTporl9

Ta6n

Ng
n/n lToxasamenu Memod KoHmpofis Tpe6oeanua

1

Cooreercrehe
x3Aenufl anAY,
t4cnoflHeHho

BnsyanuHo n.5.3
Cooreercralte rpe6oaaurnu norpe6urenn, cornacoBaHHbtM
h yrBepxqeHHbrM B ycraHoBneHHoM nopFAKe

1.1 Tun uarepmana Brsyanuno
n.5.3 - 5.4

Coorgercre[e rpe6oeaHunu norpe6urenq, corflacoBaHHbtM
M yrBepxqeHHbrM B ycraHoBneHHoM nopFAKe

1.2
TexHilr{ecxhe
xapaKTephcT14K14

Marepuana

Cpaeuurenuuuri
n.5.4.

Cooraercrstae rpe6oeaxunu norpe6rarenn, corflacoBaHHbtM
x yrBep)qeHHbtM B ycTaHoBneHHoM nopflAKe

1.2.1
Macca Marep[ana
nnoqagurc 1 u2

ISO 536:2013; Cooraercrst4e rexHrqecKoi 4oryuexraquefi nocraer4rxa/
npo!13BoAr4Tenq MaTepxanaTOCT 13199-88

1.2.2
Tonuluxa 10 ffoeB
6yruaru, pm

ISO 534:2011;
rocT 27015-85
n.5.14.
(nsuexexxan
peAaxlllre, or
anpenr 2022roaal.

Cooreercrgue rexHuqecKofi 4oryueHraquefi nocraer4nxa/
npor3BoAxrenfl MaTepuana

1.2.3-
1.2.9.

YAanexut (rsuexexxan peAaxqun, or anpen, 2022rogal.

1.3
l-eoniterpuvecrue
pa3Mepbr

n.5,3, n.5.5.
Cpaexrrenuxurfi t

14HCTpyMeHTaflbHbr

it
focT 427-75,
TOCT 166-89

Cooreercrst4e yrBepXAeHHbtM pa3MepaM, cxeMe
pa3MeqeHrn rexx[.{ecxoi 3oHbt Ha us1envn h opuruHan-
MaKery nsqenve AnF KoHKpeTHoro npenapara.
,Qonycruruoe orKfloHeHxe Ha KoHeqHbte reoMerprqecrue
pa3Mepbr:

t 0,5 uu 4nn xe$anuqoBaHHbtx v34envil n3 6yMaril;
t 1,0 ruu 4nn QanuqoBaHHbtx t43Aenl,tfi u3 6yMaru (AflF

v3+ennil 113 6yfuafn c Kont4qecrBoM napanaeflbHbtx
Qanuqee xe 6onee 8);

+ 1,5 runa 4nn $ansqoBaHHbtx ugAenvh 143 6yMaru (Ane
n3+en[h n3 6ynaaru c KonuqecrBoM napaflnenbHbtx
Qanuqea 6onee 8 ulnnn pna cKneeHHbtx trcAen[il t 3
6yuarr).

Bxyrpenxue reoMerpxqecKue pa3Mepbt AnA
$ansqoaaxnurx rs4enri Ha cxeMax $ansqoaxr npnBoAnrce
cnpaBoqHo.

1.4
HanpaeneHre
Aoneaori
MaTephana

n.5.6.
CpaeuurenuHurri
14 HCTpyMeHTanbHbr
rZ IOCT 7585.1-94

Cooreercraue yrBepxAeHHoMy oprrtaHan-MaKery nlunu
qeprexy A3AenuA AnF KOHKpeTHOTO npenapaTa.

2 Bueuurra au4 Bmeyanuuo n.5.3
B cooraercrelah c rpe6oeaHunruu norpe6rrenn,
corflacoBaHHbtM14 14 yrBepxAeHHbtM14 B yCTaHOBneHHOM
nopeAKe.

2.1 l44eHru$rxaqun Brsyanuxo n.5.3

HaueceHre MarepuanbHoro uHAeKca, Sapruaqeerr,rqecKoroKoAa r Apyrux u4eurnQnraquoHrbtx MapKepoB
coorBercTByer yTBepxAeHHoMy B yCTaHOBneHHOM nOpflAKe
ophruHan-MaKery.

2.2 Texcr n rpaSurxa
Busyanuno n.5.3,
n.5.7.

Texcr r rpaQrxa AonxHbt coorBercrBoBarb reKcry u
rpaSrre frBepxgeHHoro B ycraHoBneHHoM nopFAKe
opt4ruHan - MaKeTa Anfl KOHKpeTHOTO npenapaTa.
llonxaR nponet{arKa yqacrKoB uso6paxerun u rexcra 6e3
cMa3brBaHu9.

2.3
l-leer neqarHoro
uso6paxeHnn Bnsyanuuo n.5.3

l-laer nevarroro rso6paxeHuc AonxeH coorBercrBoBarb
yrBep)i(AeHHoMy B yCTaHOBneHHOM nOpf,AKe opnfl4Han-
MaKery, cornacoBaHHoMV B VcTaHOBneHHOM nOOFAKe

4
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r1/g
lToxasamena Memod KoHmponfl Tpe6oeanua

2.4
Ka.{ecreo
noBepxHocTHoro
cno9

Busyanuxo n.5.3

lloeepxHocru Marepilafla AonxHa 6srru poeuan u tnaAKaA.
Orcyrcraue MexaHrqecKux noBpexAeHrari, uropuqrn, 3arHfrbtx
yrfloB, MacnflHbtx nereH v Apyrux 4e$exroa; He AonycKaerce
Hanuqile pa3p$oB, HaApbtBoB, pa3pblBoB, 3anoMoB.

2.5 Kavecrao pesxu

BusyanuHo n.5.3, n.
5.10, n.5.1 1

focT 21102-97
(uauexexxar
peAaxqur, or
anpene 2022ropal.

Heeane,{araxHure norq 14 paccronHtln Ao
r4exrnQuxaquoHHbtx MapKepoB Ha x3Aeflun B coorBercrBt4u
c rpe6oBaHxFMn opr4r14Hafl -MaKera.
Paenuqa MexAy Lur4pytHofi $aprvr-ro4a, pacnonoxeHHbtx Ha
npol4BononoxHbtx cropoHax u3AenhF, AonxHa cocTaBngTb
He 6onee 1,0 rvrru.

Kocuxa nsgennil npnuoyronuxoi Soprrrur He AonxHa
npeBbruJarb 1 nltnlt xa AfluHy.
l-lo xparc pe3a He AonxHo 6urru psaHurx KpaeB ta 3avceHeu.

2.6
Kaqecrgo
Qanuqoaxra

Busyansno n.5.3,
5.11

Cooraercrare yrBepx(AeHHoMy optaruHan-MaKery nlunn
qeprexy x3Aenufl Ane KoHKperHoro npenapara.
,Qonycrunaan KocuHa $anuqoaxu v3AentAA He 6onee 1 uru xa
4nrxy Qanuqa.
['lpr npruexeHhn HoxeBoro MoAyflq Aonycrt4Mo Ha.nuque
(cryneHbKt4) FttA Qanuqoeaxxurx uxcrpyxqui (o.lt.
['lpnnoxeHre 5).
[1pu cnoxexxu (B rapMotiJxy) nocnegxri Qansll Moxer
6stru nlteruu.re ocraflbHbtx (gonycx npu cnoxeHutta t0,25 MM
xa xaxAurri Sanuq).

3 Ka.recrao neqarta

Buayanuxo n.5.3,
5.10,5.13

,Qonycrruoe He coBMeu{eHxe KpacoK nonurpaQrvecxoro
lrso6paxexrae ue 6onee 0,1 ura.
Cueqexne neqarHoro uaoOpaxexun h ero geraneri
orHocr4TenbHo Kpan pe3a He 6onee 1,0 rrltnit.

He 4onycraercc uaOnoxrpoBaHre, 3axhpuBaHle, TeHeHhe,
cMa3brBaHue KpacKu t4 neqaTr, oTMapbtBaHue KpacKu Ha
o6oporHori cropoHe, nofl ouJeHhe, narH [crocrb.
He 4onycxaprcs 3arpn3HeHhg unu nsrHa or neqarxofi
KpacKu, 3arpyAHFtot4tae qreHue xa4nucefi, orcnoeHre
KpacKu.

tso 12647-2-2004 t
AMD 1 2007
n.5.8

,Qonycrurraure 3HaqeHus qBeroBoro pa3nIqu9
neqarta npuBe4eHbt e Ta6nraqe 5.
Ta6nrr-la 5

Atlf, CMYK

Inn cnaeceautx KpacoK t-lBeroBoe pa3nugxe MexAy oranoHoM
LlBera u h3roroBneHHoi npo4yrqnera, u nexgy rrpaxHbtMl4
orrl4cKaMr He AonxHo npeBbtluarb AEzo=3,0 eA. or
3TanoHHOro 3HaqeHHt.

Sranoxxoe 3HaqeHr4e AonxHo 6srrs cornacoBaHHbtM u
yrBepr(qeHHbtM B ycraHoBneHHoM nopaAKe.

Ilpr,r orcyrcrBxt4 l.tHcrpyMeHTanbHoro KoHrponf,
ThpaxHbre oTTytcKl,t AonxHbt cooTBeTcTBoBaTb
$usuvecxouy 3ranoHy qBera cornacoBaHHoMy v
yTBepx.qeHHoMy B ycTaHoBneHHoM nOpCAKe.

,Qauuurnlt ycnoBhsM AonxHo coorBercrBoBarb He rr,tenee 68%
Tupaxa.
(rgMeHeHHae pe.qaKqhe, or anpens 2022roaal.

Me44y rupaxnurnitu
OTTI4CKAMI B

npoqecce neqaTh

BusyanuHo n.5.3,
n.5.9

,Qonycrruoe KonlqecrBo MapalueK Ha u3Aeflile (u:rpraxoa,
ToqeK, nflTeH, Henpone\larox) He 6onee 3u.rr. (Ao 1 rurvrr) +
1ur. (4o 2 triu2). (uauexexxaa peAaKqlre, or anpena 2022
roga).

10
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4 Ka,{ecreo cxneixn

n.5.3., 5.12
Bueyansxuri,
cpaeHrrenuxuri,
14HCTpyMeHTanbHbr
nt

focr 427-75

Mecro crneiKt4 AonxHo coorBercrBoBarb cxeMe (veprexy),
h3MepceTcg B cKneeHHOM BhAe.
[lpovuocru crneiru AonxHa o6ecne.tuaarb pacKpbtrhe; nph
pacKpbrrhr4 cKfleeHHbtx nucrpyrqnfr AonycKaprct
noBpeXAeHuc noBepxHocrr4 6yruarn nph orcyrcrBr4ta
rercroaoti n uSopua qra ra H a cKneeH H o M y\lacrKe.
He 4onycrarorcn HapyuJeHne noBepxHocrt4 6ynitarra npr
HanvvlAtA rexcrosofi unQoprraaqrara; Hanhqhe cneAoB KfleF B
Mecrax, He npeAycMorpeHHbtx cxeuori crneraxn.
[1pr ucnonusoBaHhu KneF c ocraro,{uoti nr4nKocrbto, AonxHo
oOecne,lnearbcg noBTopHoe cKne[BaHHe B Mecrax crnerixtr
npu cr4noBoM eos4eicreuu Ha Hrx He MeHee 2 pas.

5
Ynaroara,
MapKHpoBKa

n.5.3.
Brsyanuxsri

Ynaroaxa, MapKxpoBKa u n4exru$rKaqtaf, cornacHo
rexxuqecxoi AoKyMeHraqxx Ha x3Aenue Frlrf,
KOHKpeTHOTO npenapaTa.

Ha ynaxoaxe He AonycrarcTcc pBaHbte Kpas ta 3ayceHqbtr
,qe$opuaqrr, MexaHHqecxxe noBpexAeHltrr MoputnHbt,
3arHyTbre yrnbt yr Macnf,Hbre nf,THa, HapyuJeH[e
qenocrHocT, ynaKoBKH, orcyTcrBhe MapKrpoBKr.
Ilpr,l ynaxoexe repMonneHKoi, oHa AonxHa 6urru ganasxa
6es parpuraoB h nponycroB yr nnorHo o6nerarb roroBoe
x3Aenre. (rruenexxan peAarqxs, or aBrycra 2019 roga).

5.3 Busyanunutfi xonrponb npoBoAsr 6es npilMeHeHrF yBefluqutreflbHbtx npu6opoB np1a
cneAylor.qilx ycnoBrex:

- ocBeqeHHocrb B noMeu.leH[r AoflxHa 6urru se MeHee 300 nroxc;

- olleHt4BaHue npoBoAl,lTb Ha paccTosnrr 0,5 M or l,13AenilF.

5.4 Trn, Macca nnoqa.qbxl 1 u2 n ronqnHa HcxoAHoro Marep[ana KoHrponxpyercg Ha
ocHoBaH[]l rHoopMaqxh B conpoBoArrenbHoM AoryMeHTe o KaqecrBe or nocraBqxKa
llcxoAHblx MareplanoB. npoBeAeHle rcnblTaH]{i Ha Marepxanax nocre nonhrpa$lqecKoro
npox3BoAcTBa He rapaHTxpyeT Bocnpolr3BeAeHre pe3ynbTaToB l,t cooTBeTcrBre HopMaM
rexHrqecKltx cneqlQ,txaUxf Ha xcxo4Hbtf Marepxan.

(rcuenexran peAaKqre, or anpere 2022 rcAal.
Macca Mareprana (6yruarr) nnoqaAblo 1 ru2 onpe4eflelor, pyKoBoAcrByecb rpe6oBaH[eMt4

rocT 13199-88.

5.5 l-eoruerprqecKre pa3Mepbr usgenuil u pa3Meu.leHre QapM-KoAa KoHrponrpypr, npoBepge
coorBercrBl4e yrBepxgeHHoMy qeprexy (OM, cxervre), ncnonuayn Meraflllt4qecKylo ul3MeprrenbHyp
nrneilry noIOCT 427-75 c qeHofi AeneHrF 0,5 rrltrrlr.

Bneu:xre pa3MepH QanuqoaaxHofi ilHcrpyKqr,1r4 KoHrponilpytor LuraHreHqupKyneM TOCT 166-
89. finn ororo cronKy cBanbLloBaHHbtx t4Hcrpyxqrfi eurcoroit 1,5-2 cM u3Mepetor no BHeuJHr4M cropoHaM
rax, .{ro6ut nnocKocrb paMK}t turaHreHqilpxynn 6srna nepneHAIKynFpHa noBepxHocrt4 t4HcrpyKqt4t4.

5.6 Hanpaenexue AoneBoil uarepuana KoHTponrpylor, npoBepec coorBercrBue
frBepXAeHHoMy oprrrHafl-MaKery ulunu teprexy, pyKoBoAcrByscb rpe6oeanrnura I-OCT 7585.1-94.

fiae nonocxn 6yuaru pasMepoM 15x250 MM, BHpe3aHHbte Bo B3arMHo nepneHAilKynf,pHbrx
HanpaBfleHylgx, 3axhMa]or c oAHoro KoHLla nanbLlaMr, yAepx[Baf, rax, qro6sr oH14 cBo6oAno ugrr6anrcu
no4 co6creeHHHM BecoM. flpr nepexrAbrBaHur 3axarbtx B nanbqax noflocoK lyuarn HanpaBo I HaneBo
cBo6oAHbte KoHqbt ux 6ygyr n16o nexarb oAl4H Ha ApyrOM, nu6o pacxo.qurbce.

Sonee xecrKal (uexee uerr6aoqancn) nonocKa coorBercrByer MauuHHoMy HanpaBneHl1l
(goneaoil).

5.7 ptna qeneft KoHrpong reKcra, nonurpaQr,.recKoro tacnonHeHilF ue4enuil npilMeHeercg
cneLlilanil3tapoBaHHoe nporpaMMHoe o6ecneqenyre Pixelproof.

5.8 Ka.{ecreo LlBeronepeAaqil il Aonycrt4Moe orKroHeH[e or sranoHa LlBera, yrBepxgeHHoro B
ycTaHoBneHHoM nopsAKe, onpeAeneercfl cneKrpoQoroMerpoM npil co6no4erru cneAylol{t4x ycnoeui:
- 1,1CTOI{H14K HaonloAe{ng vi oLleHKt4 - D50;

- yron Ha6nloAeHtaA - 2o',

Qusrvecxnfi Qrnurp - No;

Ocsoenas Soprriryna oqeHKta KaqecrBa neqarHbtx orrr4cKoB t4 t-lBeronpo6 - AE76 on]4cHBaercn
KllaccrqecKoil Qopruynoft AE Lab qepe3 Qopnayny:

11
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lE =,l4l:12 +1/a. 12 +@b. 12

BilsyanbHaF oLleHKa I cpaBHeHile noA yrnoM 90" r noeepxHocrr4;
- KonfiqecrBo 3aMepoB _ ycpeAHeHue no 3 ta3MepeHlarM.
Konrponu KaqecrBa neqarHbrx orrr,icKoB, BbrnonHeHHbrx Meranflu3l4poBaHHbrMr4 cMeceBbrMr4

neqarHblMt4 KpacKaM[,_npoBoAl4Tcs Br43yanbHo npil craHAaprr3r,lpoBaHHoM ocBeu.leH[il (D 50) na
coorBercrBt4e Beepy Pantone ulnnu npegocraBfleHHouy o6paar1y. Mapxa, roA BbrnycKa Beepa
Pantone cornacoBbt Batorcfl cropoHaMil Aonon H uren bHo.

5.9 KonuqecrBo MapauJeK onpeAennpr Bl43yafluno (n. 5.3). Pasruep MapauJKr4 onpeAenepr
nnneftxoil nofOCT 427-75 c qenofi AeneHilF 1 n,ru.

5.'1 0 Cmeqexue neqarHoro uso6paxenrn u
onpeAenspT B cpaBHeHWt C OprrrHanoM c noMolJ.lbo
qexOtt rqeneHilq 0,5 rrlrrl.

He coBMeuleHile KpacoK KoHrpoflt4pyercs nynoi
yBenrqeHrn 114-3-10x no I-OCT 25706-g3 c qexoil 4erennn 0,1
anpenr 2022 rcaal.

5.11 Kocrny u3Aefl[R KoHrpoflt4pytor c noMot4up nuHefixu r43Mepilrenbnoit fOCT 427-75 cqeHofi AefleHuF 0,5 n,ln,I cornacHo fOcT 21102-97. ,Qnn eroro r3Mepntor pa3Mepbr c oOerax cropogil3Aenre. Paanocrs .or. t43MepeHH;ft;;.reHvrfi He AoflxHa npeBbr.larb Aonycrr4Moe 3HaqeHre(ra6nrqa 4 nn. 2.5-26) Ens onpeAeneHrs a6conrcrxoi rocrxbr nxcra 6yuarn nrcr ABGD(prcynor la) crnagulBapr rax, vro6u! coBnann BepuxHbt yrnoB A r D. Hecoena4exne
BepuxH I , C (B 'C, pxcyHoK 1E) yxasuaaer Ha Hanrqre KocxHbt nrcra. l4euepnrcr Ann1yorpe3Ka B 'C uerannr'{ecxoi nnxeiroi. AHanorr,{Fro onpe4enrKrr KocrHy nxcra 6yty1ari,
coBMeulafl BepurHbr yrnoB A r B r x3Mepf,f AnlHy orpe3KoB D .C (prcynox 1 b1. aape3ynbrar onpeAeneHrq a6conrctxoi xocrxb! ttt4cra nptrHtrMal11r Maxc[ManbHoe 3HaqeHre
Bcex [3Mepemui AnnxH orpe3KoB B .C n D,C.

c
n

D'

ero AeranerZ orHocrrenbHo fl14Hnll peaa
nruefixu u3Mepilrenbnorl I-OCT 427-25 c

rauepnrenuroi 10-xparroro
nau. (rsuexeHHag peAaxqt,tr, or

Pucl+rox I

(rsuenexxan peAaxq[f,, or anpers 2022 rogal.
5.12 Kaqecreo cxneilxu KoHrponilpytor Br43yanbHo, 6ee npraMeHeHrF yBefl14q1arenbHbrx

npu6opoa.

Mecro cxnefrxu AonxHo coorBercrBoBarb cxeMe (veprexy), r43Mepeerce B cKneeHHoM Br4Aenrneilxoi r4sMeprrenbaoilfocr 427-7s c qeHoi genenrn 1 rr,tru.

['lpovnocrs cxnefixr npoBepqlor pacKpbrrileM no Mecry cxnefrrr v31envfr; npu pacKpbrl414
cKrleeHHblx nncrpyxqufi AonycKalorce noBpexAeHilff noBepxxocrr 6yuarfi npil orcyrcrBr414 rexcroaoil
nn$opuaquil Ha cKfleeHHoM yqacrKe.

Pacxpulrre cxreeHHbtx rxcrpyxtlri BbrnorHgrb MeAreHHo KpyroBblMt{ ABr{xeH1arM]r B
pa3HHe CrOpOHbl or Mecra cxneixr. (uauenexxas peAaKq[f,, Or aBrycra 201g ro.qa).

5.13 l-lpr rpeHuil nsgenwfi Apyr o Apyra c yrraepexnoil cunoil KpacKa He AonxHa
cMa3brBaTbcg.

5.14. AsuepeHre BblnonHflrcr MlrxpoMerpoM Drnt,t ronrqnHoMepoM no ABa [3MepeH[f,
Ha cnMMerp[tlHo pacnonoxeHHblx yqacrKax, Ha paccronHnr He MeHee 20 uru or KpaeB
o6pasqa, Ha or.qerbHutx o6pasqax 6yuarn (o$cerxan 6yuara c uaccoi 1 xe.u. 40 rp. r 6onee)rnr Ha crone rr 5 06pasqoe (oQcernan 6yuara c araccoi 1 xe.u. uexee 40 r).
. Tonulrxy 6yuarn Bbtqhcnrrcr KaK cpeAHee aprsuerrvecxoe Bcex rauepexri.
(nsuexexxar pegaxqxfl, or anperr 2022 rc4a1.

6 TpaxcnoprnpoBaHtae n xpaHeHlte

6.1 vnaxosaHHute il3rqenilc ua 6yuaru rpaHcnopl4pyror BceMu BVAaMvt rpaHcnopra B
coorBercrBt414 c npaBunaM14 nepeBo3Kl,1 rpy3oB, 4eficrayrcuirur Ha coorBercrByloqeM BilAe

12



w't7 .29.19 -001 -2566299 5-2022

TpaHcnopra. Yxla4utaanue roQporopo6oe B rpaHcnoprHHe cpeAcrBa AonxHo 6uru nnornula u
AonxHo t4cKfltoqarb cMeuJeHue u geQopnaaqnn.

6.2 Vls+enun us 6yuaru xpaHgr Ha noAAoHax eurcorofi xe 6onee 1,6 ril e Kpbrrbrx cKnaAcKt4x
noMeuleHhFx, 3aul],luleHHblx or arruocSepnHx ocaAKoB, noL{BeHHoil gnarh u npFMbtx conHeqHbtx
nyvefi Ha paccroeHl4[ He MeHee 1 u or oronurenbHurx npr6opoB B rape npo],tsBoAtlTene np]l
reMneparype (10-25) oC u orsocurenusofi BflaxHocrt4 Bo3Ayxa (40-60) %.

Paccroqxue MexAy tura6eneu I nofloM cKnaga AoflxHo 6srru ne MeHee 100 rvrrta.

6.3. l-1epeA ilcnonb3oBaHreM u3Aenile us 6yuarr peKoMeHAyercn Bbrgepxarb B
coorBercrBr4t4 c flpunoxenuerra B, B ycnoBrsx npn6nrxeHHbtM K npo[3BoAcrBeHHbtM
(rert,tneparypHan aKKnIMarnsaqnn), pacnaxoBarb HenocpeAcrBeHHo nepeA t4cnonb3oBaH14eM.

Heo6xo4uruocrb reMneparypnoil aKKfl[Marr3all]t4 Bo3Ht4Kaer B xonoAHoe BpeMF roga -guuofi, paxxeil secHoil ilnta no3AHefi ocenup. TerraneparypHyp aKKJtrMarta3aqlato npoBoAcr Ane
HenoBpexAeHHbtx roBapHbtx eAuHutl, c HenoBpexAennoil ynaroerofi, nyreM BbtAepxlaBaHn1 nx B
reqeH[e onpeAefleHHoro BpeMeHu B noMerJ.leHill4 c reMneparypofr, 6nilsroi K TeMneparype
npoh3BoAcTBeH Horo noMeu.leH IF.

6.4 3anpeqeHo xpaHeHre fi rpaHcnoprr4poBKa BMecre c crnbHo naxHylrr,lMr4, arpecc[BHbrM]4
t4 9AOB14TbtM14 BelqeCTBaMil.

7 lapatnnn r3roroBlrrenn

7.1 lAarotoeurenb rapaHT[pyer coorBercrBile la3Aenrfi ras 6yuaru rpe6oeanunM Hacrogrlero
craHAapra npu co6no4eHril norpe6rreneu ycnoaril rpaHcnoprl4poBaHtan, xpaHeHrF ]4 gKcnnyaraqr14.

7.2. Perouexgyeusli cpox xpaHeHrn - 1 (o4rn) rog c Aarbr npox3BogcrBa B ynaKoBge
npor3Bogrrene npx co6nrcgernx peKoMeHAyeMbtx ycnoeri xpaHeHrn.

(rsuexerxae pegaxqrn, or anpere 2022 rcaal.
I-lo hcreqeHla!4 peKoMeHAyeMoro cpoKa xpaHeHrF AonycKaercn npoBoAr4Tb KoHTponbHHe

I,1cnb[aH],tF us4enri ue 6yuaru no ocHoBHbrM noKa3arenFM Ha coorBercrBne rpe6oeaH14FM HacroFu{ero
craHAapra.

llpr nonyveH[il nofloxurenbHbtx pe3ynbraroB ilcnbtraHtait usgenna us 6yuarn uoryr 6uru
14cnonb30BaHU no Ha3HaqeHrlo.
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Ta6nuqa A.1

llprnoxetre A
(perouexgyeMoe)

Brgur r cnoco6ur Qanuqoexr

Tun u
xapaKrepucrilKa

$anuqa

os
I
9agE
(''F
o
ro
o

[4e,qenne Ha qeprexe (cxeure

$anuqoaxu)
lAe4enue Qanuqoaanxoe

(axeu:xnfi ar4)

1 x napannenuHan

Sanuqoera = 4

cTpaHIqbr

P1

2 x napannenuHan

Qanuqoera = 8

crpaHilq

P2

2 x napannenunan

$ansqoara
(Qanuqoara <a

HaMorKy)) = 6

crpaHHq

P3

2 x napannenutan

Sanuqoaxa
(rapuourofi) = $

cTpaHuq

P4

3 x napannenuuan

$anuqoaxa
(rapuourora) = g

cTpaHuLl

P5

14
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Tun u

xapaKrepilcrilKa
$anuqa

os
I
9ngE
(oF
o
ro
o

Aspenue Ha qeprexe (cxenle
$ansqoexu)

l4s4erue Sanuqoaaxnoe
(eneunrfr arg)

4 x napannenuuaR

Sanuqoara
(rapuourott)= lQ
crop0H

P6

3 x napannenuxan

$anuqoera
($anuqoera <e

Hauorxy>) = 12

crpaHHq

P7

6 x napannenuxan

Qanuqoara
(rapuouxa)='l{
cTpaHHq

P8

1 x napannenuuan
u 1 x neperpecruan

Sanuqoara = g

cTpaHuq

K1

2 x napannenunan
u 1 x neperpecruan

Qanuqoara = 16

cTpaHuq

K2

15
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Tnn u
xapaKrepucr14Ka

$anuqa

os
I9.
ss6ro
to
o

l4s4enne Ha qeprexe (cxeue
Qanuqoaru)

l4sAenue Qanuqoaaxnoe
(exeunufi au4)

2 x napannenuuan
(Qanuqoara (B

uauorryr) r,r 1 x
nepeKpecTHae

$anuqoara = 12
crpaHHq

K3

2 x napannenuuar
(Qanuqoexa
<rapuomxolr>) r 1

x nepeKpecrHafl

Sanuqoara = 12

crpaHuq

K4

1 x napannenuuan,
'1 x nepexpecruan u

1 x rpofiHan

$anuqoera = 16

cTpaHuq

D1

6

-t

a

{ N

Onpegenexnn:

flapannenuxan $anuqoBKa - npr Koropofi xa44urfi nocne4ytou1nil cru6 napannefleH
npeAblAyqeMy B coorBercrBl4t4 c yrBepxAexsor,r cxeuofr Sanuqoexn, cornacoaaHHoil B
ycTaHoBneHHOM nOpgAKe.

llepexp6crxan QanuqoBxa - npu Koropofi xalqufi nocneAyprJ.lnil cru6 nepneH.qhKynepeH
npeAbrAyqeMy.

AnurepxauBHaf, Qansqoexa - Koropae Moxer coqerarb napannenbHyro u nepeKpecrHylo
$anuqoaxr Ane oAHoro v3Aenv+ B nopFAKe coorBercrBylouleM cxeMe eanuqoaru Ane KoHKperHoro
pa3Mepa u3Aen],re, comacoBaHHoM B yCTaHOBneHHOM nOpsAKe c noKynareneM.
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Ilpunoxenue E
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llprnoxenre B

Bpeun Anr aKKnxMar[3aqxh rsgenui ra 6yuarn

(pexouexgyeMoe)

18

Bec ynaroeru c
UAAenllf,UM l,l3

6yuaru, xr

BpeMq eulAepxnaaxun HoAenrai rq 6yuarr 4nn reMneparypHofi axmuuarusau6yt. cw6u
Haqansxutil nepenaA reMneparyp MexAy noMeqeHrieM xpaHeHun us4ennfi uo 6ynraru/ycnoaunura

TpaHcnoprt4poBKr, I npou3BoacrBeHHbtM noueuexlleu. oC

10 15 20 25 30 35
.Qo 200

flo 400

[o 600

Ao 800
l'lo lOOO

1

1

1,5

2

2

1

2

2

2,2

3

2

2

2,5

3

1

2,5

3

3

3,5

4

3

3,5

4

4,5
5

4,5

5

5,5

6

7

Teuneparypa, "C Bpeua 4nn aKKnlrMarlt3aquu nanrerbt c
noo,nvl(iluefi u

Bpeun arxnuuaru3alyt4 .qnn naqex
6vuaru. q

20 0
't5 14 J
10 26 7
5 38 11

Teuneparypa
crnaaa.'C

5 10 12 15 20 25 30

9ucno xopo6ox c
nooavruueri

Bpeun gnn aKrcnuMarr!3aqxt,t, q

1 4 10 12 15 21 29 37
A 5 11 13 16 23 30 39

'10 14 18 23 JJ 44 56
20 11 20 25 31 42 56 72
40 '13 JJ 28 2E 47 64 85
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(1) TexxrueouilpernaMeHr
Tanaoxexnoro copsa TP
TC 0052011

(2) rocT P 14CO 28591-
2007

(3) rocT 33781-2016

(4) rocT 9094-89

(5) focT 427-75

(6) r@T21798-76

(7) r@T7585.1-94

(8) rocT13t99{8

(9) rocT2s7offit

(10) f@T21102-97

(11) rOCT2179&76

(121 rocTz015{6

(13) rOCT18992{0

(13) rOCT 14192-96

l14l rocT 166€9

(15) tSO 126/.7-2-200/.

Er6nnorpaSrn

O 6esonacxocrll ynaKoBM (npr,txrr peuJeH[eM Koruuccnn
Tauoxexxoro @Kxr€l or '16 aarycra 2011 r. Ne76g)

C'rarufiu,{ecue MeirqAbt. npoa{qAypur eu6opcr.{tloro Koxrponn no
anbrepHarrBHoMy nprcHary. t{acru 1. Ilnanu auEopo+oro KoFnpone
nocnqAoBarenbHbtx naprufi Ha ocHoBe npreMneMoro ypoBHt
rcHecrB€I. .Eara eBqAexun e geilcrene 0 1 . 06.2007

Ynaroexa norpe6trrenucxan n3 KaproHa, 6yuanr, u
rou6rrrpoeaHHbx MarepranoB. O6rqre rexHrqecxre ycnoBxt
Eara eBeAeHrf, B ggicrare 01.05.2017. (rauexenxan peppxqxr,
oraBrycra 2019 rqAa).

Eyuana An, neqarx o$cerrran. Texxnqecrre ycnoern flgra
BBqAeHxf, a geicreue 01.07.1990 (rcuexennan pelpxqr{s, or
aBrycra 2019 rqga).

Irreiru x3MeprrenbHbte Meramrqecxxe. Texnrqecxre
ycnoBrr (c l4ruexextnur N 1,2,31

Tapa rpaxcnoprHar HanonHeHHar. Me,rqn KoH.qnqroHxpoBaHxt
E1rucnbmaxri (c l4guexenrRun N 1,2,3,4, c llonpaerol)

Eyuara t,t raproH. OnpqAenenre MaurlHHoro HanpaBneunr n
ceroqxoi cropoHbt. 9acru 1. MerrqAu onpeAereHlr MaurxHHoro
HanpaBneH]ln

IlorrySa6prxarut BonoxHltcrbte, 6yuana x KilproH. Merqe
onpqAeneHre Maccbl npqAyrqrx nnoupllbxt 1 xe. u

flynur. Trnut, ocHoBHbE napaMerpbt. O6qr,re rexHrqecrre
rpe6oeaxun (c l4suenerleu N 1)

Eyuara l,t KaproH. lUlerrqAur onpqgereHre pa3MepoB tr KocuHbt
,I]|CTA

Tapa rpaxcnoprHa, HanonHeHHar. Merqn KoHArqxoHxpoBaH[,
AnR xcnbtraui (c l4guemexuRmn N 1,2, 3,4, c llonpaeroi)

FOCT 27015{6 Eyuana x KaproH. MerqAu onpqAereHxn
T(yuqrHbt, morH(rcTt,t x ygeflbHoro o6ueua

fircnepcun norrB],tHhnaqerarHaf, lroMon(urlMepHan
rpy@4rcnepcHaf,. Texxrqecrxe ycnoBxe (c l4suexexunut N i{,
c llonpaarofi)

Mapxnpoexa rpy3oB (c Hrueretunul N 1,2,3)

llfraxrexqrpxynr. Texnrqecxxe ycnoam (c l4guexerrcur N,l, 2)

Texnononrs nontrpaQrr. Ynpaanexue TexHonoilqecrrM
npoqeccoM no r3R)ToBneHrp pacTpoBbtx qBeToAeneHHbtx
moSpaxexri, npo6xrx tr rrpalrctbx orrxcKoB. gacru 2:
Ilpoqeccul oQcernofi neqartl
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Pyxoeogrrenu

l-enepanunsr rur 4rzr perrop

Cornacoeaxo

Ceegexrn o pa3pa6orqrKax

Axqronepnoe o6qefieo (ilPOMl,4C)

E.E. Cnuxnxoe

B.A. CnenHeea

^UTZ,T** /zr4
3au. grperropa no rclqecrBy

,,.lrl r, 04

fiupemop no nporcBqAcTBy

,rQ, OY zon

l-naexuri TexHonor

u@, 9'l zozz

Paepa6orvrx

Havanunux or4ena KoHrpofl q rclqecrBa

nQ, d4 ,0, e7

4

U 
lo.B. r-opoxoea

A.tO. .[y6poecrui

M.A. KHsseBa

l-.8. leurana
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