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3arpoc o ilpeAocraBJreHr{rr KoMMepqecKrrx lpeAnoxenvfi

OfBHy (OHIIZPI4II uu. M.lI. gynraroBa PAH) rnaHr.rpyer rpoBeAeHr.re rpo
3aKynKI4 BbIIroJrHeHI{t pa6or ro xnaluQzrcaqzu (nanra4aqzz) $unrrpon rpor43
KOMTIaHI'II4 PALL, Burr4l.ar\wv npoqecca crepr4nr{3yroqeft $znrrparJnn r4 B3ar{MoAeficrn
Marepl'Iana Sunrrpa c 6ycpepHuM pacrBopou -cra6znr43arop BXJI (ga-uee - pacrBol
coAepxalqllM BcrloMofareJlbuble BerrlecrBa Anfl BaKTIHHU xelrofi nr4xopaIKz, rrpor43Bolr.rMofi
@fEHy (OHIII4PI4II urrl. IV[.II. gynraroBa PAH) B coorBercrBt4rr c @egepamnbrM 3aKoHoM (

l8 zrors 20ll roaa Ne 223;-o3 <o:axynxax roBapoB, pa6or, ycnyr orAenbHbrMt4
ropuAr4qecKr.rx Jrr{q ).

Cnoco6 3aKyrrKrr - orKpbrrbrft roHxypc.
TexHnqecrcoe 3aAaHIr:e npeAcraBJreHo B flpHloNeur{r4 N9 I x nacroflrueMy 3an

KoMMepqecKr.rx npeAnoxeHu.ft .

B crozvrocrr Pa6or,4on)KHbI 6rrrr ersrrcqeHbr Bce pacxoAbr ua neo6xo4r4Mbre
pacxoAbl 14 I43AepxKu l4cnot:e^urers, cBs3aHHbre c BbrrroJrHeHzev Pa6or, a raK)Ke Hiurorr4
.4pyrl'Ie o6.f,garersHrre lna.Texsr u npoque pacxoAbr, Heo6xogrlrr.mre [nfl BbrrroJrHeH
I'Icnonnzrenelr o6-sgareJrbcrn rlo AoroBopy. Pacuerur rro Hacrof,rrlenry r{oronopy [pour3BoArl
n py6nrx. Perouen4yerc{ yKa3arb ct4creMy Hanoroo6noxeHr{.fl .

flpe4no.naraeMbre cpoKLr rrpoBeAeHr4r rrporleAypbr 3ax),rrKr4: r4roHb 2019 r.
Ilopa4or< orlJrarbr: Onnara ocyrqecrBnrerc.rr rro 6e:naauvHouy pacqery.

$arruuecrr.r BbrrroJrHeHHbre Pa6orsr B TeqeHze 30 (Tpuaqarz) raneHoup""r* .uuefi n
rlornl4carll4r Cropouauu lrxra BbItIoJIHeHHbrx Pa6or, v nperocraBJreHr{r AoKyMer
npeAycMorpeHHbrx Texnuqecrrau 3aAaHIzeM u rrpoeKToM AoroBopa, a TarcKe rr
rlpeAocraBneuus' l4cnoJIHI4TeJIeM pe3ynbrara BbrloJrHeHHux Pa6or, cqera Ha orrJrary, cqe
Qarryprr (e cnyvae, ecnu l4cnonHumenb He fllnnemcn nnamerbu4urcou HfC, cuem-Qat<mypa
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npedocma+ntemcn). flpz unou [oprAKe orrJrarhr
KouuepvecKoM [perJroxeH[r4.

ueo6xo4r,rlro oro6pasuru un(popMarllrro

llpe4ycuorpeHHble ,{oronopou Pa6orur BbrnorHsrorcr B cpoK He 6oree 150 (C

firrr4lecsrr,r) xaleu4apurx Anefi co AHr cnelyrouero 3a AHeM 3aKJrroqeHrlfl [oronopa- II
seo6xoAtll,tocrllI4Hbx cpoKoB BbrrroJrHeHr.rr pa6or - neo6xogllrvro oro6pa:I{Tb xeJlaeMble cpo
n KouuepuecKoM [peAnoxeHr4r4.

llpoclllr lpeAocraBurr IaHQopMarrrlrc o cror.rMocrr pa6or, corJracHo rrpr{Jra
Hurrte Ta6.nuqe:
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BrmomeHue pa6or rro
xralnQuxaqan (numlauuu)
Qznrrpoe npor,r3BoAcrBa KoMnaHHil
PALL, Burv4aqlzra npoqecca
crepr.rnnsyoqefi Qrantrpaquz vr

sgar4NreAeftctsus Marepnzrna

Snmrpa c 6yQepuurn pacrBopoM -
cra6urnsarop BXJII (aalee
pacmop), coAepxailIuM
BCnOMOfaTeJrbHbIe Be[IecTBa Anq
BaKrII,rHbr xelrofi n[xopaAKu,
npoz:no4utvtofi e @fEHY
(OHIII,IPI4II zrvr. M.fL Hyrraanona
PAH)

YcrosFrac
eAHHl4rla

I

I4roro:

Oco6eHnocru: llpoqe4ypa 3aKynKLr 6y4er npoBorr,rrbc-r{ B coorBercrBtr1l
rpe6oeauzxnru @e4epaJlbHolo 3aKoHa or 18 nrors 201 1 roaa Ns 223-O3 <O sarynrax roBapc
pa6or, ycnyr orAeJrbHbIMuBLr[aMurop[Ar4trecKr.rx wrq)) r.r floloxeHkrr o 3aKynKe (De.qepanbHo

focyAapcrBeHHoro 6ro4xernoro HayqHofo r{pexAeHr{r <(De4epanrurrft uay.Illbrft qeu.
I4ccneloBaHuft u pazpa6orru I4MMyHo6r4oJron4qecKr4x rrperaparoB HM. M.IL r{yuaroBa PAH
yrBepxAeHHoro 28 nor6pr 2018 r.

Orneru AoJrxHbr 6rrlr noAaHbr c ( /2/" 2019 r. no <
BKJrrolrlrreJrbHo rr o aApecy : umto @chumakovs. su.

PercoueudyeM 6 meMe nucbMa yKa3amb HoMep sanpoca KoMwepHecrcux npednotrceuuil.
B rcouuepvecKov npednocrceuuu o6nsamenbHo doncrcuu 6utmu peK6u3umbr: HoMep

'ma.

Ifpoeedeuue dauuoir npoqedyput c6opa uuQopuaquu ue eneqdm sa co1oil so3HuKHoseHi
rcux -nu6 o o 6ns am enu c me 3 arcasvurca.

IIpu uanuuuu mexHurtecKltx ou.tu6orc u HemoHHocmeil npu onucaHuu Pa6om npocL
o6u4umu 3arcasuurcy.

Ecnu ocuorHbte ycttorut ucnonHeHun ,[ozoeopa omruqatomct om npednoctceuuutx
ocuu coo6u4umb 3arcasuurcy e KouuepuecKoM npednotrceuuu.

3aMecTr.rTeJrb f eHepanbHor.o Ar{peKTopa
(OHIII4PI4II zu. M.lI. Vyrvrarosa PAH) . A$ouan
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flpranoxenne Jtlb I x 3anpocy KoMMepqecKrax fipeAno)Ken

r[oronopyN or

TEXHI4IIECKOB 3ANAHI4E

Ha BbrrroJrHenue pa6or no nnalnQrrKallnrl (na.ln4aquu) QnlrrpoB rrpor{3BoAcrBa
KoMrlaHr'ru PALLr BaJru/ia\v\r rpoqecca crepuJrtr3yroqefi Qu.rrrrpaqun r{ B3ar.rMoAe
Marepr'raJra rfultrpa c 6yQepHuM pacrBopopr -cra6u.rr{3arop B}I{JI (la.nee - pacrBop

coAeplKaIrILrM BcrloMorareJrbHbre BerrlecrBL AJrs, BanrlrrHbr x€"urofi JrnxopaAKr.r,
rporr3BoArrMofi e @rErry (oHUBIPI4rr uu. M.rr. rryvrarcosa pAH)

1. O6uue rroJro)KeHrrfl :

1.1. Hacroruee rexHrlqecKoe 3aAaHLre olpeAenrer flepeqeHb, cpoKLr r{ rrop{AoK BbrrroJr
pa6or no r<na;rra0Lrnar\w (nwrnga:qun) QunmpoB rrporr3BoAcrBa KoMrrartnuPALL,BaJrvrka
flpoIecca crepl4nl{3yrorqefi $znrrpa\LrLr I4 B3a4MoAeircrr;us, Marepr{ana Szlrrpa c 6y$epH
pacrBopoM -cra6urnsarop BXJI (aalee - pacrqop), coAepr(aqr4M BcrroMorarenbHbre Be

Ant BaKIILIHTI xelrofi nuxopaAKl4, Ilpol43Bolravrpfi e OfEHY (OHI-{I4PI4fI uu. M.lI. {ynaaro
PAH) (aa,ree - 3axa:.{ur).
1.2. Mecro BbIrroJIHeHIl.s Pa6or: uccneAoBalemcxzfi qeH rrpor.r3BoAlrrenr Sururpoe
KOMTIaHI'M Pall Life Sciences, ro a.{pecy: 5 F{arbourgate Business Park, Southampton Roi
Portsmouth, PO6 4BQ, United Kingdom
L3. O6rexrbr BbrrroJrHenus Pa6or:
1'3.1. Oulrrpu ueu6pannue PALL, Hcnon*yeMbre AJr{ ocBerJreHr4 s, 14 crepunutsyrorqefi

(f unrrpaqrakr pacrBopa:

@znrrp c HoMzHiurbHbrM pa3MepoM nop 0,2 urrrr (DFA300IUUAC);
a6conrornrrir creputusyrollufi Qunrrp c pa3MepoM nop 0,2 urira (KAIEKVpIG);
<norzqeficrrafi> a6comornrrfi crepr4nr43yror{ufi $zmrp c pa3MepoM uop 0,2 uxu
(KAIEKVPlG);

1.3.2. Pacrnop 3aKa3qr4Ka: <<cr.a6unuzarop BaKuvnrr Ndrrofi n[xopaAKr{>.
I '3'3. Peryllrarou BbIIIoJIHeHHbTx Pa6or rBJrrrorcs CsolHHfi rrporoKon rrporpilMM
npoBeIeHLIt accneAoBalllzit u Orqer c pe3ynbraraMr.r npoBeA€Hurrx pa6or, Aanee - Or.{er
BrIe nepelaqr ro 3neKrpoHHofi toqre $aft.m n $opuare PDF, :arepeHHoro oJreKrpoH
no.qnlrc.f, Mr.r C n euu alucroB Bi aApe c 3axa:vuxa).
1.3.4. Pa6orrr BblnorHl{rorct B coorBercrBr4r.r c peKoMeHAarfuflMvt ([peAnrzcauueru) BO3
1.4. Crourraocrr, Pa6or BK:rroqaer e ce6q Bce pacxoArr na neo6xoAr,rMbre 3arparbr, pacxoAbr
I{3AepxKI4 l4cuolnzreJlt, cBfl3aHHble c BbrrroJrHeHr,reM Pa6or HaJrofoB Lr Apyrr{x o6sgare6
ulatexef, a raKxe Bce npoqze pacxoABr, Heo6xo4trMbre Ans Bbrron:F1e]FItrs. ?lcnomrrz
o6s:arefficrB no roroBopy. Pacqeru ro Hacrosrqenry .{oronopy npou3B orflTc . e py6mx.
2, O6r€nr pa6or:
2.1. CocraereHl,Ie pacrBopa LI3 clxrx cy6cranqufi 3arasqrra no lrHcrpyKur,ru 3axagqu
OAzu pacrBop o4uofi KonrleHTparlrrr4.
2.2. BrrnonHenue pacrrrupeHHoro recra Ha gKcrpar[pyeMbre BerrlecrBa (nrnro
znSparpacHyro crleKrpocKonl{rc Ha ocHoBe npeo6pa:oBalvrs. Oypre (Fourier Transf<
Infrared Spectroscopy (FTIR)); r<onzuecrBeHHoe orpeAeneHrle Heneryqr4x Beulecrn (NO
volatile Residue (NVR)) 4nx $znrrpon DFA3001UUAC, KAIEKVPIG an" pacrBopa u ,nyclonufi [poqecca 3axag'{uxa (npranaen.aercr MoAenrurrfi pacrnop). Cocraereuue
rlporoKoJla Ha sKcrparrpyeMbre BerrlecrBa 4m $umrpon DFA3001UUAC, KAIEKVPIG
BKnroqeHne efo B KaqecrBe rlpvnolxeHr4.f, B Orqer.
2.3. BunolHenve recra Ha xlzMlrqecKyro coBMecrr.rMocrb AJUr Sz:nrpa KAIEKVp1
llpo4yrr 3ara:qzra, ycroBl'u [poqecca 3aKas.{[ra. Bpenrx KoHTaKTa ne 6oree 8 qacoe n

llpn.noxenue

ir

I



4

TeMrleparype +20 + 5 0C. Cocrauenue pa6o.rero nporoKona Ha xr,rMr.rrrecKyro coBMecrlrMocrb

4:rr Qunnrpa KAlEKVPlG u BKrlotreHre ero B KarrecrBe rrplrnoxeHr4r B Or.r€r.
2.4. Brrnorureru4e recra na agcop6ur4ro KoMrroHeHroB pacrBopa ua uelr6pauax ifzmrpon
DFA3001UUAC pr KAIEKVPIG. Oumrpaqurc c rpoAyKroM 3axas.rrra BbrrorH.ser
I4cnolnure r;.b, aHaIrvIs o 6patqon S nnrrparoB rlp oBonI4T 3axa:.Iurc.

2.5. Buuonnenze 6axrepzanbHoro recra crepr.rnu3ylo[tero (fznrrpa KAlEKVPlG.
Onpe4eneuue yAepxo{earouefi cnoco6nocru crepvnrr3yrerrlero $znrrpa upz 6zonarpysre
pacrBopa recroBbrM Mr{KpoopraHlr3MoM B. diminuta B Konl{qecrBe He MeHee 10'

Mr{KpoopraHr43MoB Ha 1 cru2 nnoqa.qr..r noBepxHocr}r creprInl43ylolqero Quntrpa [p]I
ssaz1aoAeficrBvrvr c pacrBopoM 3alcagqura v B ycnoBrrtx rexHoJloruuecKoro npo{ecca
3ara:quxa. Zsyrenue xr4Byirecrr4 B. Diminuta, BKJIIoqat orMbIBKy or rIpoAyKTa. CocraBJIeHne

pa6o.rero rporoKona 6axrepzanbHoro recra 4nr $zmrpa KAIEKVP1G 14 BKJIloqeHIre efo B

KaqecrBe npunoxeHuq s Orq€r.
2.6. Olpegeneuue napaMerpoB rrpoBepKr.r rIeJIocrHocrLI: <<To.IKu rry3blpbKa) vI

<lz$QysuoHHoro noroKa)) 1.nfl creprrnlr3)roruero $urtrrpa, cMorleHHoro c pacrBopoM

3axa3.rzxa Ans craHAaprHbx ycnonufi Tecra. Cocranrenze pa6ouux [poroKonoB npoBepKl4

ueJrocrHocrr4 Ii BKrIoqeHI4e Idx B KatlecrBe rlprlnoxeHz-s e Or.rer.
3. Tpe6onarurfl K rlpoBeAeHrrrc pa6or:
3.1. llpe4napureJrbHoe cornacoBaHue c 3axa3.*rKoM B cpoK Ao 5 auefi CsoAHoro nporoKona

rrporpaMMbr npoBeAeHrr-fl r4ccneAoBarrzh. Corracoeannrrft c 3arasquxoN4 CeoAHHfi npororcol
rrpeAocraBns.ercr.3arasuzry sa asttuitcKoM B elrae PDF-Safilra c gneKTpoHHbIMI4 noArII4ctMLl

Irlcnonnure:rs v. yrBeplrAeHueM npeAcraBrreJlbcrBoM KoMrIaHr4r4 PALL Ha reppllTopr4r4

Poccuft crofi @e4epaquu).

3.2. llpe4naprzreJrbHoe cofJracoBaHr,re c 3aragquxou B cpoK Ao 7 rctefi Or.{era c

pe3ynbraraMkr rrpoBeAeHHbrx zccre4onaHzfi. Orqer npeAocraBlIl.ercs. 3ar<a:uuxy Ha

anr:ruficlcoM q3brKe B Br,rAe PDF-(fafinon c 3neKTpoHHbIMI4 IIoArIrIctMIz Wcnotuulets. u

yrBepxAeHr,reM rrpeAcraBrrrerbcrBoM KoMIIaHITIT PALL Ha reppl,IToprl{ Poccuficrofi
(De4epaquu.

4. Cporcra BbIrIoJrHeHIu pa6or:
4.1. llpe4ycrnlorpeHHbre loronopou Pa6oru BbrrorHsrorcs B cpoK He 6olee 150 (Cra

nflT41ecflTzr) xalen4apHrx luefi co .qHs cneAylouefo 3a AHeM 3aKJIIoqeHI,Ir .{oronopa.
4.2. [arofi ncrroJrHeHus o6ssarerbcrB rro fioronopy cquraercs Aara noAnLIcaHvA Croponauu

Axra cAaqu-np[eMKll BbIrIoJIHeHHrx Pa6or.

4.3. lrlcnolHurelr [peAocraBJurer CeoAHHft rrporoKon nporpaMMbl rlpoBeAeHut

r4ccJreAoBaHuft n cpor ne 6o.lree 15 (ilsrHaArlarr,r) KaneHAapHrrx AHeft co IHt cneA)'Iouero 3a

rHeM rroAn vcanLrr,{oroeopa.
4.4. Irlcuonurarenr [peAocraBJurer Or-r€r c npunoxenLleM pa6ouutx BuInI4AaqI{oHHhrx

rrporoKonoB B cpoK ne 6o:ree 120 (Cra .qsalqaru) KaneHAapHrx AHeft co AHt cneA).Ioqero 3a

rHeM AocraBKr4 pacrBopa 3aragqurca B r{ccneAosaremcrl4ft ueHTp Irlcnolnurens.

5. Tpe6onarurr K BbIrIoJrHneMbIM Pa6orapr:
5.1. Bce Pa6orbr AonxHbr 6rrrr nrrnoJrHeHbr KairecrBeHHo pI B cpoK, c co6lroAeHI,IeM Bcex

rpe6onauufi garonoAarenbcrBa Poccuficr<ofi Oeaepaqvr4 B coorBercrBuu c rpe6oBaHI4tMI,I

Hacrof,Irlero TexHuqecKoro 3a1aHkrs,,{oronopa, a raKxe B coorBercrBkrut c HopMarIrBHbIMI{

rrpaBoBbrMa AoKyMeHTaMr4, npeAycMorpeHHbrMl{ 3aKoHoAareJIbcrBoM Pocczficrofi @elepaqun

.qnr raHHoro Br4Aa Pa6or.
5.2. Pa6oru IoJDrGbr 6strr eHnonHeHbr B coorBercrBl4l4 c rpe6onanuxult:
5.2.1.BPSA Recommendations for Extractables and Leachables from Single-Use Systems.

(BPSA: Bioprocess Systems Alliance); PeromenAarluu ACBII (BPSA) Ant BeIrIecrB,

r43BJreKaeMbrx r,r BbrrrleJrarrrBaeMbrx I{3 oAHopa3oBbIX crlcreM. (ACBII/BPSA: AnrsHc no

clrcreMaM 6uonpoqeccon);



5.2.2.PDA Technical ReportNo. 26, "Sterilizing Processing of Liquids," PDA J. pharmaceutical
Science and Technology, 62, No. S-5, 1-60, 2008; Texnz.recrrafi pernarvrenr Accoqvartufl
napeHrepanbHhlx neKapcrBeHHbIX rperapaton (AIIIII) J\! 26 <Crepunr3yroqas o6pa6orna
xl{AKocreft), AIIJIII <Xypna-rr Saprrrarqenrr4trecKrlx HayK r..r rexHorron4ir>>, 62, Ns S-5, 1-60,
2008;

5.2.3. FDA Title 21 "Current Good Manufacturing Practice For Finished Pharmaceuticals" CFR
21I.65(a) ,{oxynrenr JS 2l Vnpanrenua no KoHrponrc 3a rpoAyKraMkr rrvrtaHuls.,
JIeKapcrBeHHbIMI4 H KocMerr4qecKr4Mr4 cpeAcrBzlMt4 (FDA) <Conpeueuuaa HaAnexarrla{
IIpoI43BoAcrBeHHat rIpaKTLrKa AJrr foroBbrx SapvraqenrnqecKkrx rperaparon> CFR 2I1.65 (a)
5.2.4.C. Weitzmann, Pharmaceutical technology, April 1997, "The use of Model Solvents for
Evaluating Extractables from Filters used to process Pharmaceutical Products; K. Beftquau,
<@aprr,raqenrl4qecKue rexHoJlofr4rd), anpenb 1997, <I4cnomsoBaHrre MoAenbHhrx
pacrBopl4TelJeft lttt orleHKrl 3Kcrpafl4pyeMbrx BerUecrB ra: $unrrpoB, t4crroJrmyeMbrx AJUr
o6pa6ornu QaprvrauenrnrecKr4x npoAyKToB ) ;
5.2.5.USP monograph "<87> Biological Reactivity Test, in Vitro" and USP monograph "<88>
Biological Reactivity Test, in Vivo"; (Dapruaxoreiruafl. crarbr 87 focy4apcreeHuofi
Qapuaxoneu CIIIA <Tecr 6raororu.recr<oft peaxu{BHocrrl in vitro> vr @apuaxouefinas crarbt
88 f(D CIIIA <Tecr 6zoloruqecrcoft peaxu4BHocrr,r in vivo>.


