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KomnaHna 000 «/1abMpoMUNHKMHUPUHI» CneumannsnpyeTca Ha NpeaocTaBAeHMM KaueCTBEHHbIX UH-
KMHUPUHIOBbLIX M KOHCA/NITUHIOBbLIX YCAYT AR NPOM3BOAMUTENEN NEKAPCTBEHHbIX CPEACTB, NPOM3BOAUTENEN
BETEPMHApPHbIX NPENapaToB U MegULMHCKMX n3genui ¢ 2013 roga.

PaboTHUKN OO0 «J1abMNpoMUHKMHUPUHT» ABAAIOTCA YneHamu MexayHapoaHoro
Is P E < coobuwecTtBa papmaueBTUYECKUX MHKeHepoB (ISPE) ¢ 2015 roaa.

OcHOBHblE HanpaBaeHNA 0eATENbHOCTU!

1. KoHuenTyanbHoe M TeEXHONOrNMYecKoe NPoeKTUpoBaHmne GpapmaLeBTUYECKMX, BETEPMHAPHbIX, KOC-
METUYECKNX NPOM3BOACTB U MPOM3BOACTB MEAULMHCKMX U3LENUIA B COOTBETCTBUM C aKTyaslb-
HbIMM TpeboBaHUAMW HagNeKallel NPOM3BOACTBEHHOM NPaKTUKK (GMP).

2. KoHuenTyasbHOE M TEXHONOrMYECKoe PU3UKO-XMMUYECKUX U MUKPOBMOoormyeckmx naboparto-
PU ANA KOHTPOIA KayecTBa KOCMEeTUYECKoM, papmaLeBTUYECKOM, BETEPMHAPHOM NpoayKumu.

3. Pa3paboTKa BHYTPEeHHeNn HOPMATUBHOM WU TEXHONOMMYECKON AOKYMeHTauumn ana papmauesTuye-
CKOTro NpPoM3BOACTBA, NOArOTOBKA GapmMnpons3BoaCTBa K cepTUdmMKaLMmn Ha COOTBETCTBUE TPebo-
BaHuam GMP u GDP.

OueHKa PUCKOB NEPEKPECTHOM KOHTAMMUHALLUM.
AyanTtbl Ha cooTBeTcTBME TpeboBaHnam GMP n GDP.

Pa3paboTka BHYTPEHHEN HOPMATMBHOWN AOKYMEHTaUuMn ans nabopatopuii, noarotoBka nabopa-
TOPUU K aKKpeauTaumu.

ConpoBoxaeHue FAT n SAT npuemkn obopyaoBaHus.
PerynnpoBKa cuctem BEHTUAALMU U KOHAULLMOHUPOBAHMA.
KBannopmKaLma YUCTbIX NOMELLEHWNI, TAMUHAPHbIX YKPbITUIA U YACTbIX 30H.
10. KBanudukaums napoBbIX N CYXOXKapPOBbIX CTEPUIN3ATOPOB.
11. KBannduKkauma nMoponnbHbIX CYLLNAOK U CUCTEM NMPUTOTOB/IEHUA PACTBOPOB.
12. Keanndurkauma GpacoBOUHbIX, YNIAKOBOUYHbIX MaLUWH 1 Apyroro dapmaueBTMdeckoro obopyaosaHms.
13. KBanuduKauua cuctem pacnpenesieHnaA cKaTtbix ra3os.
14. KBanndukauma cKNagcKmx 30H.
15. Banvaauma Xxonon0Bo Uenu.
16. Banngaumna KOMNbOTEPUINPOBAHHbBIX CUCTEM.
17. Baanpgauma npoueccos nponusBoaCcTBa.
18. Bannpauma npoLeccoB CTepUAM3aLMn, cTepuansytowein punbtTpaumu.
19. Bannpgauma o4ncTkm obopyaosaHms.
20. MNpoBeaeHMe rpynnoBoro U MHAMBMAYabHOro oby4yeHns nepcoHana.

OCHOBy KOMneTeHunMn KomnaHmm «na6|—|pOMV|H)‘KMHMpVIHI'» COCTaBNAKOT WTAaTHbIE CneLnanncrbl C 60-
raTbim OMbITOM pa6OTbI Ha d)apMaLl,eBTW-leCKMX npegnpuaTnax.

Mpepnaraem  Bawemy BHMMaHMIO  0030p  BO3MOMKHOCTEM UM OOCTUNKEHWM  KOMMAHWUM
000 «J1abMpoMUHKUHUPUHT.
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KoHuenTyanbHoOe 1 TeXHON0rMYecKoe NpoeKTUMpoBaHue
npou3BoOACTB n nabopatopui

TexHonozu4eckuli (KoHyenmyaseHoil) Npoekm — 3To BUAeHWe byayuiero nponsBoAcTsa Ha bymare. lNo-
pasfao nNpolle 1 Aelese 3apaHee BCe CNAaHMPOoBaTh, N0A06paTh U paccTaBUTb 060PYyA0BaHUE, NPABUIBHO
PaCMONOMKNUTb MOMELLEHUSA, UCKNHOYAA MEPEKPECTHYHO KOHTAMUHALMIO U INLLHEE NepPeMELLEHME NePCOHaNa,
PaLMOHaNbHO N S3KOHOMMWYHO PAa3MECTUTb TOUYKMU MOAKAUYEHMA KOMMYHUKaLUIN U SHEPrOHOCUTENEN, BKAIO-
YUTb B NPOEKT MEPOMNPUATUSA MO NOMKaPHOM Be30NacHOCTU U oxpaHe Tpyaa.

KOHL{EI'ImyGfIbellj npoekm — 310 I'IepBbIl‘;1 3Tan TEXHO/TIONNMYECKOIro NPOeKTNpoOBaHUA, KOTOprﬁ BK/O-
YaeT:

®  aHa/W3 NPOM3BOACTBEHHOM MporpaMmmbl U GOPManNN30BaHHYIO OLEHKY PUCKOB MEPEeKpecTHOM
KOHTaMWHaLMK, PUCKOB A1 NEePCOHaNa M OKPYyXKaloLen cpeabl B NPOU3BOACTBE NEKAPCTBEH-
HbIX MPenapaTos;

e pa3paboTKy KOHUEenumm TEXHOOrMYECKOro npoLecca;

® noabop OCHOBHOMO TEXHO/IOMMYECKOro, BCMOMOraTeibHOro obopyaoBaHua u mebenu;
e  pa3paboTKy NaaHa KOMMNOHOBKKU NOMELLLEHUI U 0bopya0BaHUS;

e pa3paboTKy cxeMbl NOTOKOB NepCcoHana, MaTepranos, NPOAYKLMN, OTXOL0B;

e  pa3paboTKy KOHUENuMn BEHTUAALUM U KOHAULMOHUPOBAHMUS;

e  pa3paboTKy KOHLEeNuMn TeEXHONOTMYECKMX cpe, (Boaa, Napc, cxKaTble rasbl U T.M);

e pa3paboTKa KOHLENUMN KOHTPOIS KAaYecTBa;

e  pa3paboTKy KOHUEeNnuuu CKnaga;

® npeaBapUTENbHYIO OLEHKY aHepronoTpebneHus;

® npeaBapUTENbHYIO OLEHKY BogonoTpebaeHns 1 BogooTBeaeHuUs;

®  OLEeHKY NOTpebHOCTU B NepcoHane.

TexHos02u4ecKul NPoekm BKAOYaAET GUHANIbHYO KOHLENLMIO U TEXHOIOTMYeCcKMe 3a4aHna ana CcTpo-
WUTEeNbHOro NPOEKTa:
1) ApXUTEKTypHbIE peLleHus:
e nnaH «Pasmepbl NOMeLLEeHN (3agaHne ana pasgena AP)».

® OnncaHme Ucnonb3yembiX MaTepmnanos OTAENKU ANA PA3/INYHBIX TUNOB I'IOMelJ.I,eHMl\;I, pac-
YET KO/ZINYECTBA AYyLWIEBbIX, YMbIBa/IbHUKOB, YHUTA30B U AP

2) OTonneHue U BEHTUNALUUA:
e nnaH «3o0Hbl AHU (3agaHue gns pasgena OTonneHne u BEHTUNALMNA)».
e nnaH «Knaccbl YACTOTbI NOMELLEHWUI (3agaHme ans pasgena OTonneHne U BEHTUNALMNA)».

e nnaH «Mepenasbl AaBNEHWA BO34yXa B YACTbIX NOMeLLeHUAX (3aaaHune ans pasgena OTon-
NEHUE U BEHTUAALNA)»

e nsaH «Cxema 30H C HUCXOA4AWMM MOTOKOM BO34yXa»

Ctp.3 1343
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3)

4)

5)

6)

7)

8)

9)

® MPUHUMNUANbHAA CXEMA BEHTUAALMM (ONMCaHUE XapaKTepa paboT B KaXKA0M NOMELLEHUHU,
onpeaeneHne KpaTHOCTM BOo3ayxoobmeHa, nepenaja AaB/ieHUA, XapaKkTepa BO34yX006-
MEHa B KaXKA0M NomMeLLeHnn (peumpKrynaums, Bbibpoc), onpeaeneHne xapakTepa BO34yxo-
obmeHa Kaxaon AHU (peumnpKynauma, pekynepaumsa, Bbibpoc)
BogocHabKeHue 1 KaHanu3sauus:
e nnaH «To4YKM NogKNtoueHUA (3agaHne ana pasaena BogocHabkeHme 1 KaHanmsauma)»
XonogocHabxeHue:
e nnaH «To4YKM NogKNtoueHUA (3agaHne ana pasgena XonoaocHabxeHne)»
TexHoorMyecKkme rasbl (CxKaTblii BO34yX, @30T, KUC/IOPOA U T.N.):
e nnaH «TOYKM NoAKNoUYeHUA (3a4aHMe AnAa pasgena TexHoornYeckKume rasbl)»
® UMKNOrpammbl NnotTpebseHna TeXHONOrMYeCcKnx rasos

TexHonormyeckune cpeabl (Boga ounweHHasa (PW), Boga ana nnvekumin (WFI), TexHMYecKuin nap
(S), unctbii nap (PS) Boaa 3axonoxkeHHan (CW), Boga ropayas (HW)):

e nnaH «TOYKM NOAKNOYEeHUA (3agaHne AN pasgena TexHonormyeckune cpeapl)
® UMKNOrpammbl NoTpebeHns TeXHONOTMYECKUX cpes,
dNeKTpMYecKoe oCBeLLEHME:

® MJaH «DNEeKTpUYecKoe ocseLleHne» (CUCTEMbI OCBELLEHMSA, BUA OCBELLEHUS, YPOBEHb OCBE-
LEHHOCTM, NPOXO4HbIE BbIKNOYaTENM)

JHeprocHabXeHne n cMnoBoe 31eKTpoobopyaoBaHUE:
® nepeyeHb KPUTUYHOTO 06OPYA0BAHUA, NOAKIOHAEMOTO K Pe3epBHOMY SHEPTOCHABKEHNIO

e nnaH «TOYKM NOAKNOYEHUSA (3a4aHNe ANA pa3aenia IHeprocHabXeHue U CMI0Boe INEKTPO-
obopyaoBaHue)»
CnaboTo4yHas ceTb:
e nnaH «ToYkM noakntodeHus (3agaHune ana pasgena CnabotouHasa cetb)» (TenedoHbl, nepe-

roBOpHbIe YCTPOMNCTBA, BuageogomodoHsl, Ethernet, CKY/, Buaeokamepsbl, 610KMPOBKM 0O4-
HOBPEMEHHOIO OTKPbIBAHWA ABEPEN B YNCTbIX MOMELLEHUAX, ATYUKN KNCOPOaa)

10) OxpaHa OKpy:KatoLer cpeapl:

® noAcHUTEeNbHaA 3anuncKa «3agaHue ana pasgena OxpaHa oKpyKatolLen cpeabl» (OLEeHKa
rasoBblX BbIOPOCOB U onpeaesieHne MeponpPUATUIA MO MX OYUCTKE; OLLEHKA CTOYHbIX BOA U
onpeaeneHne MeponpuaTU Mo UX OYUCTKE; OLEHKA BUAOB U KONMYECTBA TBEPAbIX OTXO-
[0B 1 onpeaeneHne cnocobos nx yTuaunsaummn/obessperkmaHms)

11) NoxapHasa 6€30MacHOCTb TEXHO/IOTMYECKMX NPOLLECCOB:

® aHa/M3 NOXKAPOB3PbIBOOMACHOCTM TEXHONOMMYECKMX NPOLECCOB M 060pYyA0BaHMSA

® pacyéT KaTeropuii NOMeLLeHMN No B3PbIBONOXKAaPHOMN U NOXKAPHOM ONacHOCTH

[laHHble, NpMBEeAEHHbIE B TEXHONOTMYECKOM MNPOEKTE — 3TO HE TO/IbKO OCHOBA A1 CTPOUTE/IbHOrO Mpo-
€KTUPOBAHMA, HO M PYKOBOACTBO MO 3aMyCKy NPOM3BOACTBA B COOTBETCTBUM C TpeboBaHnamM GMP.

KomnaHua «/1ab6MpoMUHKUHUPUHTY MOXKET NPEONOKNTb, KaK pa3paboTKy KOHUENTya bHOro npo-
eKTa, Tak 1 pa3paboTKy CTPOUTENbHOrO NPOEKTA B KOONEPALMMN C NPOBEPEHHbBIMM aPXUTEKTYPHBIMW KOMMNa-

HUAMM.
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OueHKa pPUCKOB NepeKpecTHO KOHTAaMUHaL UK, PUCKOB ANA NepPCoHaNa u
OKpy»Kalowen cpeabl B NPOMU3BOACTBE JIEKAPCTBEHHDbIX NpenapaTos

KonnyectBo HOBbIX BbICOKOAKTUBHbIX NPOAYKTOB pPacCTeT C KaX4dbim rogom. BOI'IpOCbI 6e3onacHoOCTH
nepcoHana un I'IepereCTHOﬁ KOHTaMUHaUun CTaHOBATCA BCE OCTpeEeE. OLI,eHKa puckos I'IepereCTHOﬁ KOHTa-
MWHaUUN, PUCKOB ON1A NnePCOHaNa U Opr)'KaI'OLLI'eﬁ cpenbl B Npon3BOACTBE ZIEKAPCTBEHHDBIX NPEnapaToB NO3-
BONAET:

» 0O60cHOBaTb HEOBXOAMMOCTb Pa3AeNbHOrO NPOMU3BOACTBA PA3/IMYHBIX JIEKAPCTBEHHbIX NPEnapaTos;

» 060CcHOBaTb BO3MOXHOCTb COBMECTHOIO NPON3BOACTBA Pa3/IMYHbIX IEKAPCTBEHHbIX NPENapaTos Ha
04HOM NPOU3BOACTBE;

» 0O60CHOBaTb TEXHUYECKME U OPraHM3aLUMOHHbIE MEPONPUATUS NPU COBMECTHOM NPOU3BOACTBE Ha
OAHOW NPOM3BOACTBEHHOM N/IOLLAAKE.

BbipaboTKa peleHnin No puckam H6asmpyeTcs He TONIbKO Ha OCHOBAHMM YPOBHA TOKCMYHOCTM BeLLECcTBa
(OEB/OEL), HO 1 c yyeTom M noTeHUmMana Bo3aeincteuns (EP), KOToOpbI y4MUTbIBAaET COBOKYMHbIE Ai@aHHbIE O NPOo-
AYKTE, ero TEXHO/IOTUM Y BO3MOXHOCTM KOHTPOA U YNPaB/IEHUS PUCKAMM.

Hawa komnaHua npeanaraet cieayowmnii obbem paboT OUEHKM PUCKOB COBMECTHOIO NpoM3BOACTBA
Pa3INYHbIX NPOAYKTOB Ha OZHOM NPON3BOACTBEHHOM NJOWAAKe:

1. PopmupoBaHuMe KpuTepmes MAEHTUOUKALMN BbICOKOOMACHbIX COeANHEHUN

2. OnpepeneHne 06bEKTOB OLEHKNU

3. AHann3 Hay4HbIX MHPOPMALMOHHbIX 6a3 AaHHbIX, cneumanbHoM nutepatypbl, MSDS 1 SDS npouns-
BOAMTENEN UCXOAHbIX MaTepPManos C Lenbto onpeseneHna KpUtudecknx appeKkTos ANAa KaxKaoro
NUCX0QHOro maTtepmnana

Bbibop BeayLlero Kputnyeckoro adpdekTa
OueHKy HeobxogMmocTn BblaeneHns obopyaoBaHUAa AN NpoLECcca B LEeIOM

Mounck B Hay4YHOW NnTepaType N5 BblIbpaHHOro BeAyLLero Kputnyeckoro adpdekra 3HavyeHumn
ypoBHAa NOAEL

7. Pacuet PDE (Permitted Daily Exposure; gonyctumoe exegHeBHOe BO3aeincTaune)

8. Odopmnenune Macnoptos 6e3onacHocTn ADC ¢ yKazaHMEM TOKCUKOJIOTUYECKUX XapPaKTePUCTUK
(OEB, OEL, LD50, NOAEL, nonpaBo4YHbix KoappumumeHToB Fi1 - Fs, PDE), Hanmuna npusHaKkoBs reHo-
TOKCUMYHOCTU, KaHLLEPOreHHOCTU, PENPOAYKTUBHON TOKCUYHOCTUN, CEHCUOUNIN3UPYIOLLETO NOTEH-
umMana, pacTBOPMMOCTM B BOAE M MOIOLLMX CPeacTBax

9. OnpegeneHune npeaena O4YNCTKU

10. OueHKy He0bX0AMMOCTU BblAeNeHMA crneumannm3mpoBaHHoro obopyaoBaHus, cneunann3npoBaH-
HbIX CMEHHbIX Y3/10B 1 AieTanei UAK NPOLLecca B LLe/IoM

11. OueHKy 3alMLLEHHOCTM NepcoHana

12. Pa3paboTKa peKoMeHAaLMN TEXHUYECKMX, OPraHM3aLLMOHHbIX U NpoLeaypHbIX MEPONPUATUIA ANA
YOEPHKAHUA PUCKA NEPEKPECTHOM KOHTAMMHALMM NPU COBMELLEHHOM NPOU3BOACTBE NpenapaTos

13. OdopmneHMe NPOTOKONA OLLEHKN PUCKOB
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BanupauMoHHbIN MmacTep-naaH

Llenb ntoboro npeanpmatTMa — NoCTaBKa Ha PbIHOK NPOAYKLMK, NPOLLECChbl MPOM3BOACTBA KOTOPOWM sB-
NAKTCA YCTOMYMBLIMU U BOCMPOU3BOANMbIMU, UCKNOYAOLMMU BbINMYCK HECOOTBETCTBYIOLLEN NPOAYKLUMU U
MaTepuasibHble NOTEPU.

BaKHbI MHCTPYMEHT A8 AOCTUMKEHMA 3TON Lean — Banuaauma npoLeccos U obopyaoBaHus, KoTopas
ABNAETCA OAHUM W3 OCHOBHbIX 3/1EMEHTOB CMCTEMbI 0becrneyeHms KayecTsa.

Bca aeATenbHOCTb NO KBaMdUKaUMKM (Kak YacTb Banuzauuu) AOJKHA ObiTb CNaaHMpPOBaHa B Npo-
rpamme Banmgaumm (validation master plan — VMP). [1ns 3Toi Uenu WMPOKO UCNONb3YeTcA Noaxod, OCHO-
BAHHbIN Ha aHaNM3e PUCKOB.

BannaaumoHHbIn mactep-naaH 0606LuaeT KOHUENUMIO NPeanpuaATMA B OTHOLLEHUW BanAaLmn, onpe-
AenseT OTBETCTBEHHOCTb MepPCcoHana, ycTaHaBAMBaET nepeyeHb 06bEKTOB, NOANENKaLMX BaAUAaLMK, NepUO-
AVYHOCTb NpoBeaeHUA U TPeboBaHMUA K AOKYMeHTalbHOMY 0GOPMIEHUNIO BaAnaaL MM,

O6beKTbl M 06bem BanMaaumm, onpeaeneHHble B BaaMAaLMOHHOM MacTep-naaHe, ycTaHaB/IMBaOTCA
Ha OCHOBAHWWN BCECTOPOHHEro aHann3a PUCKOB, Lie/ibio KOTOPOro ABAAETCA 3alumUTa NoTpebuTens ot UCnosib-
30BaHUA HEKAYECTBEHHOW NPOAYKLUNMN.

FpaMOTHoe nAaHUpoBaHWe Baangaunn Ha OCHOBE aHA/1M3a PUCKOB NMO3BOJIUT ONPEAENIUTb 3d)d)eKTMB-
Hbli 06beEM BanngauynNOHHbIX pa60T, KOTOprﬁ obecneynT NOCTOAHHOE COOTBETCTBME PErynaTOPHbIM Tpe6o—
BaHUAM NPU MNHUMA/IbHbIX 3aTPaTaX Ha Baangauunto.

KomnaHusa «/1abMpoMNHXKMHUPUHT» rOTOBA NPeasoXK1Tb CBOM OMbIT M 3HAHUSA, YTobbl cdopmynmnpo-
BaTb Ba/IMAALMOHHYIO NOAUTUKY NpeanpuaTUA B COOTBETCTBUM C TpeboBaHuamm GMP n obopmutb addek-
TMBHbI/ BaINAALMOHHbIA MacTep-naaH.
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Banaugauua npoueccos NPon3BOACTBa

Bannaaums npouecca (PV) — LOKyMeHTMpPOBaHHOE NOATBEPKAEHME TOTO, YTO NPOLECC, NPOBOAUMbIN B
npegenax yCTaHOBAEHHbIX MAPaMeTPOB, MOXKET OCYLLeCTBAATLCA 3GDEKTMBHO U C BOCMPOM3BOAMMbIMWN pe-
3y/NbTaTaMu M NPUBOAMT K MONYYEHUIO NEKAPCTBEHHOrO CPeACTBA, COOTBETCTBYIOLLErO 3apaHee YyCTaHOBEH-
HbIM CneuMdUKaLMAM N XapaKTEPUCTUKAM KayecTBa.

Bannpaums npouecca aBnaetca obsasatesibHbIM Tpebo-
BaHWem npasmn GMP.

Bannpauma npouecca AO/IKHA NPOBOAUTCA Ha CTaanun
NOCTAaHOBKM JIeKapCTBEHHOrO CpeAcTBa, O4HAKO He Bcerga
9TO BO3MOXHO. B cooTBeTcTBuM c MNMpunoxkeHnem 15 npasun
GMP BbigenaoT NepcneKkTUBHY N CONYTCTBYIOLLYIO BaAnaa-
LMo npouecca.

lMepcnekmusHaa s8anudayus npoyecca — Bannaaums,
NpPOBOAMMAnA A0 Hayana CepUMHOro NPomM3BoACTBa NPOAYK-
LMK, NpeaHasHauYeHHOM ANA NPOAAXKM.

7 . q{‘

Conymcmaeyrow,as 8aaAu0ayua npoyecca — Baangaums, npoBoaMmasn B Xo4e CepunHoOro nporMs3BoacTsa
NpPoAyKUMUK, NpeaHa3HaYeHHOW ANA NPOAaXKM.

Banmaaums npouecca MoXKeT 0Ka3aTbCA A0CTaTOYHO 3aTPaTHOM Ana NpeanpuaTUS Npoueaypomn, ecam
HenpaBUAbHO NOAOWNTM K 3afade NAaHUPOBAHMA U OpraHu3aunun Baangaumm. Hanpumep, MoxKeT ObiTb Bbl-
NONHEH U3bbITOYHbIN M HEpPALUMOHaAbHbIA 0TO6OP NPob npoayKkumn onsa Banngaumnun. Kak cnegcrsme aTo Bbli-
/IMBAETCA B HEA0MO/y4eHHYI0 NPMbbIIb OT NPOAANKKN NPOAYKLMU U NPAMON YObITOK M3-3a pacxon0B maTepu-
afoB ANA NPOM3BOACTBA M PEAKTUBOB 4151 KOHTPOAA KayecTBa. MpodeccmoHanbHaa noaaepKa B opraHusa-
UMM BanMAaaLmMmn npoLeccoB Npon3BoACTBa NO3BOIUT U3beKaTb ULIHUX 3aTpaT.

B KomneTeHUuto KomnaHuu «J1abMpPoMUHMKNMHNPUHT» NPU BaAnaaLMmn NpoLecca BXOAuUT:

» AHanus focbe Ha Ceputo M NPOTOKO/IOB UCMbITAaHUI NO NPeAbIAYLLMM CEPUAM NIeKapCTBEHHbIX
CpeacTs.

» OueHKa pMCKoB 1 GOpMMUPOBaHMNE KPUTEPUEB NPUEMIEMOCTM BaIUAALUOHHbIX UCMbITAHWUIA.

» PaspaboTka npoTokona (nnaHa) Baangaumm npouecca U 6a1aHKOB AN8 PErucTpauum UCnbiTaHUA.
» KOHTpOAb BbINOSIHEHUA UCMbITaHMIA NO BbIOPaHHLIM NapameTpam npoLecca.

» Cratuctmyeckan ob6paboTka 1 AeTanbHan OLEHKa pPe3ybTaToB Baauaauuu.

» OdopmneHune oTyeTa 0 BaAMAaLUN.
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PerynnposKa cuctembl BEHTUAALUU U KBaAUPUKALUA YUCTbIX NTOMeELLEHUN

KBanndukayma ynctbix nomeLLeHUii, 1aMUHaAPOB, 1TAMUHAPHDbIX 30H, 60KcOB MUKpobMonoruyeckoii 6es-
OMacHOCTU, HaNa[Ka CUCTEM BEHTUNIALUM U KOHAULMOHUPOBAHUA

Hanagka cucteMbl BEHTUASALUNM U KOHOULMOHNPOBA-
HMA YUCTbIX NMOMELLLEHNI 3aKNOYAEeTCA B HACTPOMKe nepe-

nagoB AaB/IEHUN MeXKAY YNCTbIMU NOMELLEHUAMM, PACXO- F {."3’
[0B BO34yXa M PeXMMoB paboTbl cMCTEMbI BEHTUAALUMK B i e
At

COOTBETCTBMMU C TpeboBaHMAMM NpoeKTa 1 npasua GMP.

Hanazka cuctembl BEHTUAALMW U KOHAULMOHUPOBA-
HWA TpebyeTcA He TONbKO A1 BHOBb BO3BOAMMbBIX YMUCTbIX
nomeueHuii. Co BpemeHeM B X0Ae 3KCNIyaTaLmMm nponcxo-
AWT pasbanaHcMpoBKa nepenagos Aas/eHUs, NpUYMHaMm
KOTOPOW MOryT 6bITb: NepecTaHOBKa 060pyA0BaHUSA, U3Me-
HeHKne pexkMmoB paboTbl 060pyA0BaAHUA, UISMEHEHUSA B CU-
cTEME BEHTUNALMM, NOBPEXKAEHNE BO3LYXOBOLO0B U Ap.

!
3ay4acTyto C Le/iblo 3KOHOMUM NoAdMpaloTCA ABa PeXMMa PaboTbl CUCTEMbI BEHTUNALNMU U KOHAMLMO-
HUpPOBaHMUSA:
O «MNOJHbIN X04»,
O «3KOHOMHbIN XOA4%.

B nocnegHem cnyyae noabumpatoTca napameTpbl paboTbl BEHTUAALMM NPU KOTOPbIX 4OCTUTAeTCA MUHU-
Ma/ibHOe U36bITOYHOE AAaB/IEHME B YACTbIX MOMELLEHUAX U COBNI0AAIOTCA NEPETOKN MEXKAY NOMELLEHMAMU B
COOTBETCTBMU C MPOEKTOM BEHTUNALMW. [aHHbIN PeXMM NPUMEHUM NPU OCTaHOBKe paboTbl 060pya0BaHMA
M B OTCYTCTBUM NepcoHana, Hanpumep, B HOYHOE BPEMS, BbIXOAHbIE U NPa3AHUYHble AHWU. DKOHOMUA SHEPTUU
AOCTUraeTca 3a CYeT TOro, YTO MOoAOrpeBaTb/oOXNaXKAaTb M OCYlATb/yBAAKHATL TpebyeTcAa 3HAUYMTENIbHO
MeHbLLEee KOJIMYECTBO BO3/yXa, YEM B PEKMME «MOJHbIM Xxoa». MNpu aTom byaeT obecneyeHa YyncToTa Bo3ayxa
B MOMELLEHMSAX, KOTA4a OHM HE UCMONb3YHOTCA, @ TaKXKe BbICTPbIV BbIXOA, HA PEXMM NOJHOTO X043 Nepes, Hava-
JIOM NPOn3BOACTBA.

PerynnmpoBKa 1 Hanaaka CUCTEMbl BEHTUAALMN U KOHAMLMOHUPOBAHUA NpeaLecTByeT KBaaudbuKaumm
YUCTbIX MOMELLEHWUI. B COOTBETCTBMM C PErYNATOPHbIMM TPEBOBAHUAMM KBAaNUDUKALMIO YUCTbIX MOMELLEHNIA
NpoBOAAT He perke 1 pasa B rog,

KBanuduKaumna YncTbix NOMeLLEHNIN BKAOYaeT B ceba TecTbl 1Q, OQ, PQ. KomnaHua «J1labMpomUHKK-
HUPUHI» 061a4aeT NepPCcoHaIOM, YKOMMIEKTOBAHA HEOBX0AMMbIM NAapKOM 060pyA0BaHMA U CPEACTB U3Me-
peHuA 4Na NPOBEAEHMA CNEAYIOLNX BUAOB UCMbITaHUN:

e [IpoBepKa CHETHOM KOHUEHTPAL MM YaCTUL, B OCHALWLEHHOM WU 3KCMNyaTUPYEMOM;
e [lpoBepKka 06BEMHOr0O pacxona BO3ayxa;

e [lpoBepKa LenoCTHOCTU U repMeTUYHOCTM MoHTaxKa HEPA-bunbTpos;

e [lpoBepKa BpemeHU BOCCTAHOBAEHUS;

e [IpoBepKa TemnepaTypbl 1 BAAXKHOCTU B MOMELLEHUAX;

e [IpoBepKa CKOPOCTU N O4HOPOAHOCTU BO3AYLUHbIX MOTOKOB;

e [lpoBepKa 04HOHaNPaB/AEHHOCTHU (BU3yanunsaLma) BO34AYLWHbIX NOTOKOB.
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B komneTeHUMIO KOMNaHUK «J1ab6MPOMUHMKNHUPUHTY BXOAUT:

» Pa3paboTka 3a4aHui Ha NPOEKT BEHTUAALMM B COOTBETCTBUM
c TpeboBaHUAMM TEXHONOTMYECKOTO Npouecca, npasua GMP u
AHA/NN3a PUCKOB

» ConpoBOXAeHME MPOEKTOB CTPOUTENLCTBA U PEKOHCTPYKL MM

» BbinonHeHWe paboT No Nycko-HanafKe CMCTEeMbl BEHTUAALMUM
N KOHAMUMOHUPOBAHMUA

» lMpoBeaeHune KBannGUKaLUMOHHbIX UCNbITAaHUIA.

KomnaHusa «J1abMpoMUHKUHUPUHI» BbINOJHAET paboThbl € Lesiblo obecnevyeHns perynsTopHoro cooTt-
BETCTBMA YNUCTbIX NomelleHnn TpeboBaHmnam MpunoxeHnsa 1 npasun GMP m ctanaaptos MCO 14644. Mpwn
3TOM LWMPOKO NPUMEHSAIOTCA PEKOMEHAALUMN TaKUX PYKOBOACTB, KaK ISPE Good Practice Guide: Heating, Ven-
tilation and Air Conditioning (HVAC) v IEST-RP-CC006.3 Testing Cleanrooms.
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KBanudukauma cknagos, XoNo4UNbHUKOB, KIMMATUUECKMX KOMHAT

KBannourkaums CKnagcknx noMeLeHuin pernameHTupoBaHa TpebosaHuamm npasun GDP (Haanexauas
ANCTPUBbIOTEPCKANA NPAKTMKa) http://ec.europa.eu/health/files/eudralex/vol-4/annex11 01-2011 en.pdfu Tpebo-
BaHMAMM npaBun GMP EU (Hagnerkaliaa npousBoACTBEHHAA NpPaKTUKa). ba3oBo BCé obopyaoBaHMe U CU-
CTeMbl, UMetoLLMe NPsAMoe BANAHME Ha 6e30MacHOCTb NauMeHTa U KAauyecTBO NPOAYKLMKN, NOANEKAT KBaNU-
duKaumm B cootseTcTBmM ¢ Mpunoxkennem 15 GMP EU.

[ns Bcex Bbllenepeync/ieHHbIX cMcTem U egmHuL, obopyaoBaHusa HeobxoANMbIM ABASETCA:

e [lpoBeaeHune KBanmduKkaumm moHTaxKa (1Q).

e [poBeaeHune KBanndukaumm eyHkumoHmnposaHua (OQ). B yacTHOCTU, HEOTHLEM/IEMOMN YacTbio
0Q asnatoTca:

» TemnepaTypHOe KapTUMpoBaHMe (NpoBepKa pacnpeaeneHua TemnepaTtypbl U, rae
NPUMEHMMO, BNAXKHOCTH),

» nNpoBepKa aBapMMUHOro Cay4asa NpPU OTKAOYEHMM XONOAUNbHOIO/HarpeBaTeIbHOro
060pya0BaHMA (KaKoe BpemMs CMCTEMA MOXKET MO MHEPLMM NOALEPKMBATL CNeLn-
bUUMPOBAHHbBIN AMana3oH TemnepaTypbl U, rae NPUMEHUMO, BIAXKHOCTK),

» obocHoBbIBaeTCA d4EKBATHOCTb pPacCnooXeHnA AaTYNKOB ANA MOHUTOPUHIA pa-
60Tbl cUCTEM noggepxaHmna MNKPOKAINMaTa.

e [lpoBeseHune KBanudukaumm skcnayaTauum (PQ), B xoe KoTopol noaTtsepaaercs cnocob-
HOCTb 060pyA0BaHMA NOAAEPKMBATb 3a4aHHbIE NapaMeTpbl ANA C/y4aeB MaKCMManbHOW 3a-

rPY3KM, MPOCNEXMBAETCA BO3AENCTBME PYTUHHbLIX MPOLECCOB M npoueayp (3arpyska, pas-
rpy3Ka), BiMAHME Ce30HHbIX paKTOPOB.

Habop TecTtoB B 3aBUCMMOCTH IIpumep TemnepaTypHou 3D-KapThbl

OT BMAA M TMNa obopyaoBaHUA UAn L

CUCTEMbI MOXET BapbMpoOBaTbCA. 210

Hanpumep, ans cnyvyaes Xxonoannb- 235 _ W23,5-24,0
HbIX KAMepP UM KNMMATUYECKUX Ka- 23,0 - m23,0-23,5
Mep MOryT ObiTb NpeasioXKeHbl Ha 22,5 - 22,5-23,0
atane OQ-TecTbl, galowme MHPOpP- 22,0 22,0-22,5
MaLWIO O TOM, CKO/IbKO BPEMEHMU 3a- iz m21,5-22,0
HMMaEeT BbIXOJ, Ha YCTAHOBJIEHHbIN 20',5 21,0-21,5
peXnm AnAa cnyydaes NycTbix Kamep. 20,0 20,5-21,0

BXO/,

Ha ctagun PQ uenecoobpasHo npo-  Temneparypa,°C BIOMeleHNe 70 (.20 5

BeCTU TeCT C OTKPbIBAHNEM p,Bepe|71
Kamep ana nccnegoBaHnAa BAUAHUA

TaKoW onepaumm Ha NnogaepKaHue TemnepaTypbl C yY4ETOM onepaumii 3arpy3Kn-BbirpysKku.

KomnaHusa «JTabMpoMUHKUHUPUHI» NpegnaraeT KOMMNAEKCHbIN NoAXo4 B Bonpoce obecneyeHus pe-
ryNATOPHOro COOTBETCTBUSA cornacHo MpunoxkeHnio 15 GMP. Takxe MmoxKeT bbiTb NpeasoxXeH BapuaHT Co-
TpygHu4yectBa npu ¢opmmnposaHum URS Ha HOBble CUCTEMBI M COMPOBOXKAEHUE MPOEKTOB BHEAPEHUA, ONA
obecneyeHnA COOTBETCTBMA AEATENIbHOCTU NOCTaBLLMKA PerynaTopHbiM TpeboBaHMAMM GXP.
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KBanudumkauma ctrepmnnsatopos, CyXoXKaposbix WKadpos
U AennporeHn3aunuoHHbIX TYHHenen, cuctem SIP

B cootBeTcTBMM C N. 84 MpunoxkeHuns 1 npasnn cGMP EU (Hagnexalas nponsBoAcTBEHHAA NPaKTMKa)
Heobxoammo nepen Bbibopom Nt0H6Oro Npouecca CTepmansaLmm NPoAEMOHCTPUPOBATL C MOMOLbIO puUsnye-
CKMX U3MEPEHUN U1, eC/IM BOSMOXKHO, BUONOrMYECKMX MHAMKATOPOB, YTO OH NOAXOAMUT ANA AAHHOM NPOAYK-
UMM 1 3pPeKTUBEH ANA AOCTUNKEHMA HEOBXOANUMBIX YCNOBUIN CTEPUIN3ALLMM BO BCEX YACTAX KaXKAoro Tmna
3arpysku. Mpu 3TOM NOATBEPKAATb BaNMAALMOHHbBIN CTaTyC Npouecca cTepunmsaumm tpebyetca He pexe
1 pasa B roa.

Mpwn KBanUdMKaLUKN CTEPUAN3ATOPOB KOMMAHUA «JTabMPOMUHMKUHUPUHI» NpuaepknsaeTtca Tpebo-
BaHUM MeXAYHapPOAHbIX CTaHAAPTOB:

o EN 285 Sterilization - Steam sterilizers - Large sterilizers,
o ISO 17665 Sterilization of health care products — Moist heat,
o pekomeHaauunit PDA Technical Report No. 1 Moist heat,

o pekomeHaauunit PDA Technical Report No. 48 Moist heat sterilizer systems: Design, Comission-
ing, Operation, Qualification and Maintenance.

KBannuoukauma AenuporeHU3aumoHHbIX TYHHENeN UM CyXOXKapoBbiX WKapoB OCYLECTBAAETCA CO-
rNacHo:

o ISO 20857 Sterilization of health care products — Dry heat,
o pekomeHaauni PDA Technical Report No. 3 Dry heat.
Cxembl SIP KBannduuympyrotca ¢ yuétom TpeboBaHUiM cTaHAapTa:

o ISO 13408-5 Aseptic processing of health care products - Part 5: Sterilization in place.

[lna cnyyvaa napoBoro/BoA00pOLLIAEMOro CTepMAM3aTopa MoryT 6biTb BbINOIHEHbI C/ieAylolme Kto-
yesble Tectbl OQ u PQ:

1. MpoBepka pacnpegeneHus TemnepaTtypbl
B NycTon pabouelt Kamepe

2. [poBepKa pacnpegeneHna Temnepartypbl
B 3arpyske

TaKk»Ke MOXKeT 6bITb BbINO/HEHA pa3paboTKa BU-
[0B 3arpy3oK (pacnonoKeHus cTepuamsyemMbix MaTepu-
anoB) M NoABOP PEKMMOB CTEPUAN3ALMUM C LENbIO On-
TUMM3aLMM 3aTPAT SNIEKTPOIHEPTUMN U AN5 COKPALLEHUSA
UMK ANUTENBHOCTU LMKAA CTEPUIM3ALNN.
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JenvporeHn3aumoHHbIN TYHHENb ABASETCSA CA0XHbIM BUAOM 060pyA0BaHMsA, B KOTOPOM OCYLLECTB-
NAKTCA KaK NPOLLeCCbl CTEPUAN3ALLIUK, TaK U NPOLLECCHI AENUPOTreHN3aLUNN KOHTENHEPOoB (amnyn, GaKoHOB).
[aHHbIN BMA, 060pyaoBaHna coyveTaeT B cebe KOHCTPYKLMOHHbIE 0COBEHHOCTM NaMUHAPHOTO WKada u cTe-
punusatopa (CcyxoxkapoBoro wKada), A41a Hero NpeaycCMoOTPEH PAL UHCTPYMEHTaNbHbIX UCMbITaHUNA, TaKUX
KaK HacTpolKa nepenajoB AaBAEHUS MeXAYy 30HaMW TYHHEeNs, NPOBEPKa CKOPOCTM M OAHOPOAHOCTU BO3-
AYLWHbIX NOTOKOB B 30HAaX TYHHE/IA, CYETHAs KOHLUEHTPauma YacTmu, U uenocTtHocTb HEPA-GunbTpoB.

Hapnexkallas HacTpoliKa TyHHeNnA co3nacT yCNoBMA 419 PAaBHOMEPHOro pacnpeaeneHus Tenna no
X04Yy ABUXKEHUA KOHTEMHEPOB, YTO AOIKHO ObITb NOATBEPKAEHO TEMNIOBLIMM U3MEPEHUAMM — pacnpesene-
HMeM TemnepaTypbl B NyCTOM U 3arpyKeHHOM TyHHese.

350°C
3A0°C

250°C

200°C

150°C |

Tima [menutes)

Load Front Load Middle Load End

Mpn 3TOM MOXKeT BbiTb OCyWecTBAeH NoAbop yCTaHaBNMBAEMbIX NapPamMeTpPoB AenuMporeHn3aLmoH-
HOrO TYHHENA C Le/ibio ONTUMM3aL MK ero paboTbl U SKOHOMMUM PECYPCOB, MOCKO/IbKY BapbMPOBaHME YCTaHOB-
NNEHHOW CKOPOCTbIO KOHBEWEPHOW NeHTbl U/nan TemnepaTypoit TIHOB OKa3biBaeT BAUAHME Ha KOHEYHYI0 3¢-
$EKTMBHOCTb NpoLLecca U NPoM3BOAUTENbHOCTb IMHUMN.
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Bannpauua KOMNbHOTEPU3IUPOBAHHDBIX CUCTEM

Banupauma KOMNbOTEPU3UMPOBAHHbLIX CUCTEM pernameHTupoBaHa [lpuaoxeHnem 11 PykoBoAcCTBa
GMP EU. B yacTHOCTM, B NpUHLMNE U3NOXKEHO, YTO IT-MHPpACTPYKTYypa A01KHa ObiTb KBanMPULMPOBaAHa], a
nNpuUAoXKeHUe A0/KHO ObiTb BaIMANPOBAHHbIM.

[na peweHWA 3TON 3agauM NpesinoXKeH noaxoa,
OCHOBaHHbIN Ha aHANM3e PUCKOB U C YYETOM YKU3IHEH-
HOro LMKAQ KOMMbIOTEPU3INPOBAHHbLIX cuctem. CTpyK- s
Typa MpunoxeHua 11 Bblgenaet oTae/IbHO NPOEKTHYIO requirements
¢a3y v pasy onepayUOHHYIO. funcslonl

pecoplance

Mog, YKU3HEHHbIM LUKAOM rnoccapuii Mpunoxke-
HMA 11 nogpasymeBaeT Bce $asbl XKU3HU CUCTEMbI OT
HayaNbHbIX TPebOBaHUI A0 BbIBOAA W3 IKCMIyaTaumuy,
BK/lOYAA €e€é npoekTupoBaHue, crneumduunpoBaHue,
NporpamMmmmpoBaHne, TeCTUPOBAHME, WHCTANNALMUIO,
bYHKLMOHUpPOBaHME 1 06CNyKuBaHMe.

AHann3 pUCKOB NO3BOAAET BblAEANTb T.H. GXP-peneBaHTHble KOMNbIOTEPU3UPOBAHHbIE CUCTEMbI UM
oTaenbHble GXP-peneBaHTHble GYHKUUM AU MOLYIN KOMIMbIOTEPU3UPOBAHHBIX cucTeM. C TOUKM 3peHns GxP
OCHOBHbIE PUCKM COCPesOTOYEHbl Ha 6€30MacHOCTU NALMEeHTOB, KayecTBe NPOAYKLUUN 1 LLeNOCTHOCTU AaH-
HbIX B MX OTHOLUEHUMU.

Mpumepamm KOMNbIOTEPU3MPOBAHHbBIX CUCTEM, NOSNENKALLMX BAaNAALMN, ABNAIOTCA:
o KanbkynauunoHHble anct MS Excel nnmn pdf-kanbkynatopbl gna nabopaTtopHbIX UCAbITAHUNA.
e Cuctembl Y4€Ta CbipbA, MaTeEPUANOB M rOTOBOM Npoaykumu (cknaa, WMS).
e Cuctembl y4éTa Cbipbsi, MaTeEPMANOB M TOTOBOM NPOAYKLMK (NPOM3BOACTBO).
e CucTeMbl 3N1EKTPOHHOIO A0KYMeHToobopoTa (EDMS).
e Mogynu ynpasaeHNA U3MeHeHUAMMN, ynpasneHna HecootseTcTemamu, CAPA.
e [naHbl-rpadpukm MNP, KannbposkM/nosepku.
e Cuctembl ynpasneHua nabopatopHon nHbopmaumm (LIMS).

e ERP (cucTembl NnnaHMpOBaHUA pecypcoB npeanpuatma, Hanpumep SAP, 1C, QAD Enterprise).

[na cnyyas KanbKynsauMoHHbIX anctoB MS Excel unm pdf-kanbKynatopoB moryT 6biTb BbINOAHEHbBI CNe-
AyioLLMe LWarvn no aBTomaTtmsaumm brMsHec-NpoLeccos:

1. MepeBoA B 3NEKTPOHHYIO dopMy NabopaTopHbIX KypHanos, 6aaHKkos, dopm.

2. 3awMuwéHHbIN 1 BepudULMpPYyEMbIN BBOA B AYENKN (BbINOSIHEHME NYHKTOB 5, 6 MpunoxeHus 11
GMP EU).

3. PaspaboTtka/MmoanduKaumns pacyETHbIX aArTOPUTMOB (CHUXKAET BEPOATHOCTb OLIMBOK B BUAY Ye-
NloBeYecKkoro ¢pakTopa, NPMUCYTCTBYIOLLErO NPU PYYHOM 3aMOJIHEHUN U PacyéTax).
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Onsa cnyyaa moaynei ynpasaeHua UsmeHeHnsamu, ynpasaeHuma HecootsetcTamuamm, CAPA moryT bbiTb
BbINO/IHEHbI CNeaytoLLme Warn no aBTomatnsaunmn busHec-npou,eccos:

1. NepeBog B 3/1IeKTPOHHYIO popMy 61aHKOB coobLLEeHN 06 N3MEHEHUAX, COOBLEHM O HECOOT-
BETCTBUSAX, OTYETOB O KOPPEKTUPYIOLWMX U NPeaynperKAAoLWMNX AEUCTBUAX, }KYPHANOB yYéTa.

2. AsTomaTtusaums (B T.4. BbiIbopoUuHas no TpeboBaHMIo 3aKa3unKa) BU3HeC-NPoLLeCCOB, HAaNPUMep,
B C/lyYae CTaHAapTU3NMPOBAHHOIO NPOoLLEecca yNpaB/ieHUa U3MEHEHUAMMU 0653aTeIbHbIMU 3Tanamm ABASAIOTCA
naeHTUOUKALUNA MSMEHEHUA, €T0 PAaCCMOTPEHME KBOPYMOM 3aUHTEPECOBAHHbIX Y4aCTHUKOB W Ha3HayYeHue
MepPONPUATUIA, UX BbIMOJIHEHUA U NOCAeAyoWan oueHKa 3¢GeKTUBHOCTM BHEAPEHUA N3MEHeHMA. Becb aToT
6usHec-npouecc (MM oTAeNbHble ero waru) MoxeT OblTb aBTOMATU3NPOBaH C UCMO/Ib30BAaHMEM 3/1IEKTPOH-
HoM dopMbl B/1aHKa coobLeHNs 06 U3MEHEHMWN Y BO3MOXHOCTbIO BCEM Y4aCTHMKam NpoLiecca BHOCUTb CBOU
OTMETKM Ha Pa3HbIX 3Tanax B COOTBETCTBMW C Pa3/INYHbIMU YCOBUAMU U OrpaHUYeHnaMun. B Hanbonee npo-
CTOM BapuaHTe 3To npocTto popma popmata MS Excel unm pdf, Kotopasa cosaaerca u coxpaHaeTcs Ha obuem
CeTeBOM pecypce npeanpuaTUS 1 A0CTyNHaA ANA pefakTMPOBaHUA onpeaeneHHbIX Noiei onpeaeneHHoOM
KpYry aBTOPU30BaHHbIX N0O/Ib30BaTeNeN B Pa3/IMYHbIe MOMEHTbI BpEMEHMU.

3. BoO3MOXHO BHeApeHWe 3/IeKTPOHHOW NOAMUCK BbllLeyKa3aHHbIX 61aHKOB, YTO ABNAETCA LEeH-
HbIM, Hanpumep, ans otyétoB CAPA ans obecrnevyeHmna BOSMOMXKHOCTM NPOCTaBNE€HMA OTMETOK O BbINONHEHUMU
Ha3HaYeHHbIX MEPONPUATUIN BCEMWN Y4AaCTHMKaMK npouecca 6e3 Heob6XoAMMOCTU TUPAKMPOBAHMUSA NEYaTHbIX
KOMUMN U AanbHenLWen nx KoHconmaaLunm.

4. BO3MOXHa peanu3aums MexaHU3MOB OTC/AEXMBAHUA CTATyCOB (MeponpuATUA BbINOAHAIOTCA,
NPOCPOYEHbI, BbINMOJHEHDbI U T.M.) U YBEAOMNEHWNE 3aUHTEPECOBAHHbIX NO/Ib30BATENIEN O HUX NPU BKAOYEHUM
MK nnn yepes 3agaHHbIN MHTEepBanbl (popMUpoBaHME OTYETOB).

B KomneTeHUMIO KOMNaHUK «J1ab6MPOMUHMKNUHMPUHT» BXOAAT:

» PaspaboTka/onTummnsauma umerowmxcs Gopm/KanbKynaLMOHHbIX IMCTOB A/1A NabOPaTOPHbIX UC-
NbITaHWI (3aWKTa, AYeeK, AobaBneHMe PACYETHbIX aTOPUTMOB).

» Banuaaums paspaboTaHHbIX GOpmM/KaNbKyNAALMOHHBIX TMCTOB A4 NaboPaTOPHbIX UCMbITAHMUIA.

» ConpoBoXAeHMe NPOEKToB, GOPMMPOBAHME TEXHUYECKUX 3a4aHMI NpU pa3paboTke U BHeape-
HUW MHTErPaNbHbIX PeweHnit (KOMNbITEPU3MPOBAHHBIX CUCTEM YPOBHSA NPEeANPUATUA C KINEHT-CePBEPHOM
aPXUTEKTYPOM).

» Pa3paboTka BaNMAALMOHHOIO MacTep-naaHa M aHaan3a PUCKOB B OTHOLIEHUM BainAaLMM KOM-
NbIOTEPU3UPOBAHHbBIX CUCTEM, KOTOpPbIE Lie1eco0bpasHO BblAENNTb B OTAE/IbHbIE AOKYMEHTbI B CTPYKTYpPE CU-
CTEMbl MEHEAKMEHTA KauecTBa NpeanpuaTus.

» [OononHUTeNbHO MOKeT 6biTb NpoBeaeH ayauT IT-noapasaeneHma Ha NnpeameT CTeneHn 3peno-
ctm IT-npoueccos (ITSM, ISMS, COBIT).

KomnaHus «1abMpomMmUHKMHUPUHT» NpeanaraeT KOMNAEKCHbIM noaxon B Bonpoce obecneyeHus pe-
ryNATOPHOro COOTBETCTBUA cornacHo MpunoxkeHnto 11 GMP ¢ ogHOBpeMEHHbIM 0XBAaTOM AeATENbHOCTU COb-
CTBEHHO IT-nogpasaeneHns. TakKe MOXKeT ObiTb NPEeA/IOXKEH BapMaHT COTPYAHMYECTBA NPU GOpPMUPOBaAHUMU
URS Ha HOBble CUCTEMBI M COMPOBOXKAEHWNE MPOEKTa BHEAPEHUA KOMMbIOTEPU3NPOBAHHbIX CUCTEM, ANA 0bec-
NneyeHMa COOTBETCTBMA AEATENbHOCTU NOCTaBLMKa (MHTerpaTopa, BeHA0pa) peryaaTopHbiM TpeboBaHUAMM
GxP. MoryT 6bITb peasin30BaHbl U BAPUAHTbI PETPOCNEKTUBHOM BaANAaLMN KOMNbIOTEPU3UPOBAHHbIX CUCTEM
ANA yxe paboTatowmx cuctem. B aTom ciyyae Heob6XxoAMMbIM MMHUMYMOM ByaeT onpeaeneHune TpebosBaHui
(BoccosgaHune URS), akTyanusnmpoBaHHOE ONMCaHWE KOMMNbIOTEPU3UPOBAHHbIX CUCTEM U COBCTBEHHO TECTU-
poBaHME C YYETOM aHaNM3a PUCKOB U $asbl }KU3HEHHOTO LMKAA.
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Bananaauma metoamKk ucnbiTaHUMA

Bannaaumsa MeToAMKKM BbINOJIHEHUA USMEPEHUIN — AEMOHCTPaLUUA NPUTOAHOCTN METOANKN ANs peLle-
HMA Npeanosiaraembix 3a4au.

Banvpaums mMeToamK UCNbITaHUM — 3TO OAHO U3 Ba*KHbIX YC0BUNA aK-
Kpeautauum nabopaTopum B COOTBETCTBUM C TpeboBaHMAMW CTaHAapTa
NCO/M3K 17025, npasun GMP n GLP.

MpumeHeHne 0TBaNNANPOBAHHbBIX METOAMK B HACTOALLMIA MOMEHT ABNA-
eTca o6a3aTenbHbIM ycnoBMeM GYHKLMOHNMPOBAHNA aKKPeaAUTOBaHHbIX N1abo-
paTopuit. Baangauma mMeToauKM No3BonseT 6biTb YBEPEHHbIM B KayecTBe Mno-
N'YYEHHOro pe3ynbTaTa UCMbITaHMA.

Bannpaumsa npegnonaraeT KOHTPONb aHA/IMTUYECKUX XapaKTepUCTUK
METOLMNKM:

CeNeKTUBHOCTb (M36MpaTeNbHOCTL);

NpPaBUIbHOCTb;
JIMHEMHOCTb;
CXOAUMOCTb;
BOCMPOM3BOAUMOCTb;
pobacTHOCTb;

npeaen KoANMYecTBeHHOro onpeaeneHua (Npu HeobxoaMMoCTH);

nap.

dT1anel Bainagaumnn meTtoankm NCnbiTaHUA:

1.
2.

Pa3paboTKka cTaHAapTHOM onepaunoHHon npoueaypbl (COM) meToaAnKM UCMbITaHUA.

OugeHKa MeToAMKM UcNbiTaHUA (onpeaeneHne nepedHsa UCNbITaHUI N KpUTepUes NpUemIemo-
cTn).

Pa3paboTka BannMaaumoHHOro npoTtokona (nnaHa Baanaauum) u 61aHKoB Ans peructTpaumm uc-
NbITaHUN.

BbINONHEHWE UCMbITAHUIA.
CraTucTnyeckas o6paboTka pesynbTaToB UCMbITAHWUIA.

OdopmneHue oTyeTa 0 BaAngaunu.

CneumanncTbl KOMNAHUK «ﬂaﬁnpOMMH)KVIHVIpMHI')) OCyWwecTBnAT N1aHNPOBaHNE, OpraHn3aLnio, KOH-
TPpONb NpoBeAEHNA U od)omeeHme OTHETOB O Bannaaulmn METOAUKN UCNbITaHUA.
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Bannaauma ounctkm obopygosaHumsa

Ounctka obopyaoBaHUA NPOBOAMUTCA C Le/ibio 06ecneynTb NpMemMieMbli ypoBEHb OCTAaTKOB Npeablay-
LLero NpoAyKTa Ha NOBepPXHOCTM 0bopyaoBaHUA. Baanaauma o4McTKM 060pya0BaHMA - 3TO AOKYMEHTUPO-
BaHHOE A0Ka3aTenbCcTBO 3GPEKTUBHOCTU NPOLLEAYPbl OUNCTKMU.

Banuaauns ounctkm 06opyaoBaHUA BKAKOYAET:
1. AHanu3 puckoB u BbIbOp HamxygLiero cay4as;
2. OueHKy exxegHEBHOro gonycTumoro Bosgenctamsa, Permitted Daily Exposure (PDE);

3. PacyeT MaKcuMmanbHO AONYCTUMOro nepeHoca KommnoHeHTa Maximum Allowable Carryover
(MAC);

4. MMpenBapuTeNibHYO OLEHKY 3GDEKTUBHOCTU OYUCTKMU U ONpeaesieHne KPUTUYHbIX MecT obopy-
[0BaHMA ¢ nomollblo "pubodnaBmHoBoro Tecta’;

5. Pa3paboTKy meToAa CmbiBa C NOBEPXHOCTM 060PYA0BAHUA U METOAUKU KOHTPOAA aKTUBHOTO
KOMMNOHEHTa B CMbIBE;

6. Bannaaunio METOAUKN KOHTPOA COAEPKAHUA aKTUBHOIO KOMMOHEHTa Ha NOBEPXHOCTU 060py-
O0BaHuA.

Takum obpasom BanuAauMs OYUCTKM BKAKOYaeT B ceba ABe Bannaauuun: cobCTBEHHO, BaAMAaLMIo
OYMCTKN N BaNUAALMUIO METOAUKU KOHTPONA OCTaTKOB aKTUBHOrO KOMMOHEHTA Ha NOBEpXHOCTU 060pya0-
BaHMA.

Bannpauuio 06bI4HO NPOBOAAT Ha NPMMepe TaK Ha3blBAEMOro «Hauxypglero cayyasa» (worst case),
KOTOPbI ONpeaensoT Npu aHanu3e PUCKOB. 119 aHaM3a PUCKOB BaAnAaLUMM OYUCTKU UCMOb3YIOT Ceay-
loLLME UCXOAHbIE AaHHbIE:

e dapmaLeBTUYECKaA aKTUBHOCTb BCEX CyOCTAHUMIM M BCMOMOraTe/ibHbIX KOMMNOHEHTOB, NpUMme-
HAEeMbIX Ha JaHHOM obopyaoBaHUY;

e CBeJEeHUA O TOKCMYHOCTM CyOCTaHUMIN 1 BCMOMOraTe/IbHbIX KOMNOHEHTOB, B TOM YMC/e NPOoAaYK-
TOB UX AerpajaLlnu;

e (CTeneHb PacTBOPUMOCTM KOMMOHEHTOB B BOAE;

® MpUMeHsieMble MotoLINe CPeacTBa;

e pasmepbl cepuin NPoayKLUUK;

® KOHLEHTPaLUMA aKTUBHOINO KOMMNOHEHTa B NPOAYKLMU;

e NoLlWaAb KOHTaKTa 0bopyaoBaHMsA C NpoAayKLUuen (Nolaab BO3MOXKHOIO nepeHoca);

® U apyroe.

Pa3paboTKy 1 Bannaaumio METOANKM KOHTPOIA COAEPKAHMA aKTMBHOIO KOMMOHEHTA Ha NOBEPXHOCTH
060pyA0BaHMA OCYLLECTBAAIOT NOC/E BbIOOPA «HAMXYALEro CAy4Yan» U pacyeTa MaKCMManbHO A0MNYCTUMOrO
nepeHoca KomnoHeHTa (MAC).

KomnaHua «/1abMpoMUNHKMHUPUHT» BbINOAHUT BECb KOMNAEKC paboT No BaMaaunm OYUCTKU U BaU-
AaUNN METOAMKN KOHTPOA COAEPHKAHNA aKTUBHOIO KOMMNOHEHTA HA NOBEPXHOCTM 060pyA0BaHMA.
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¢apma ueBTnu4yecCKaa Cucrema KayecrBea

Cneunanuctbl KomnaHum «J1a6MPoOMUHKUHUPUHTY MMEIOT OMbIT PaboTbl B Pa3/NIMYHbIX CTPYKTYPHbIX
noapasgeneHuax ¢apmaueBTUYECKOro npeanpusaTus: NPOu3BOACTBO, OTAEN KOHTPO/A KayecTBa, OTAEeN
obecrneyeHns KayecTBa, OTAEN BaMAALMU, UHKEHEPHbIE CYKObI.

Bnarogapa HaKOM/IEHHOMY OMbITY Mbl FOTOBbI NPEA/IOKUTb HE MPOCTO WabAoHbI AOKYMEHTOB, a pe-
anbHoO oTpaboTaHHble Npoueaypbl U 61aHKK, KOTOPbIe NO3BOAAT OpraHN30BaTb 3ddEKTUBHYIO PaboTy B COOT-
BETCTBMU C TpeboBaHuamu Pasgena 4 npasma GMP npy MUMHUMaIbHOM BeAeHUN 3anmncen.

Cama no cebe AOKYMEHTaLMA MOXKET OKa3aTbCA HeapdeKTUBHaA Npu 6eccMcTeMHOM BHEAPEHUMU OT-
AeNbHbIX LOKYMEHTOB, pa3paboTaHHbIX pasHbiMK ntoabMn. Mbl Nnpeanaraem nocaefoBaTeNbHbIA U CUCTEM-
HbI NOAX04 BHEeAPEHMA AOKYMEHTaLMN, KOTOPbIN NO3BOIUT YBA3ATb BCE AOKYMEHTbI NPeAnpuATUA B eau-
HYIO CUCTEMY.

Pa3paboTka 1 BHeApeHUA AOKYMEHTAUMN HauYMHAETCA C CO34aHMUA CUCTEMbI YNpPaBIeHUA JOKYMEHTa-
umen, KoTopana npeanonaraet pa3paboTky:

e [ln3aliHa BHYTPEHHEN HopMaTMBHOM AoKymeHTauum (COI, »kypHanoB u 61aHKOB).
e [lpoCTOI M NOHATHOM CUCTEMbI KOANPOBAHWUA BHYTPEHHEN AOKYMEHTALUMN.

e [lpaBun opopmneHma 4OKYMEHTALMM U WabnoHa 4OKYMEHTA CO BCEMM BapuMaHTamu GpopmaTu-
POBAHMA: TEKCTA, 3ar0/1I0BKOB, TabNL, CMUCKOB, CHOCOK U NPUMEYAHMIA.

e [IpaBua HanMcaHMA CTaHAAPTHbLIX ONepPaLMOHHbIX NpoLeayp, cneunduKkaumnii, TEXHONOrMYeCcKnX
WHCTPYKLUWIA U T.4., KOTOPble BKAOUAIOT TpeboBaHME K CTPYKTYPE M COAEPIKaHMNI0 LOKYMEHTOB.

e CucTembl ynpaBieHMA OOKYMEHTAUMeN, KOTOpas OXBaTbiBAeT BECb XKM3HEHHbIA LMKA OOKY-
MeHTa: pa3paboTKy, cornacoBaHue v yTBEPXKAEHWE, Bblaayy KOMuIA, NPOBEPKY M NepecmoTp,
N3BATUE N YHUUTOXKEHME.

e [lpaBuna BeAeHUA 3aMONHAEMON AOKYMEHTALMN.

CI'IGAYI‘OLLI,MM 3TanoMm ABNAETCA pa3pa60TKa AOKYMEHTOB NO KNH0YEBbIM BOMNPOCaM obecneyeHmnn Kave-
CcTBa:

e Cuctema oby4yeHUAa nepcoHana.

e YnpasneHue nsmeHeHUAMM.

e Bbibop, OLEHKa M yTBEPKAEHME MNOCTABLUNKOB.

e  AyanuT NOCTaBLUMKOB CblipbA U MaTEPUAsOB.

e YnpaBaeHue OTKAOHEHUAMM.

e PaboTa c peknamaumamm.

e Bbigaya paspeweHnin YNOAHOMOYEHHbIM INLOM.

e (OT3bIB NPOAYKLMU C PbIHKA.

e YnpaBaeHue pucKamu ANA KayecTBa, MeToAbl OLEeHKU PUCKOB.

e YnpaB/ieHue BO3BPALLEHHOW NPOAYKLMNEN.
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e YnpaBieHWe HeCOOTBETCTBYHOLWEN NPOAYKLUMEN.
e CamMoMHCNeKumu.
e KoppekTupytowume n npeaynpexxgatowme genicrtama (CAPA).

e U pgpyrue.

Korza paspaboTaHbl KAoYeBble JOKYMEHTbI N0 0becneyeHmto KayecTBa MoryT 6biTb NPaBUIbHO paspa-
60TaHbl LOKYMEHTbI ANA APYrMX NOAPA3AeNeHUI NpeanpuaTma:

» MpowussoacTso (COM, gocbe Ha NPOM3BOACTBO CEPUM, TEXHONOTNYECKMUE UHCTPYKLMUM U NPOU3BOA-
CTBEHHbIE NpoLeaypbl)

» OTaen KoHTpons Kadectsa (COM, [Jocbe NO KOHTPOIKO KayecTBa, NPorpamMmmbl MOHUTOPUHTA).

» WHKeHepHble cny»6bl (COM, nporpammbl TEXHUYECKOTO 06CNYXKMBAHUSA).
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Cuctema perncrpauumm UcnbiTaHumn

Cuctema perucTpaunmn UcnbliTaHUi Nnpegnonaraet pa3paboTky cneunanbHbix 61aHKOB M Npoueayp ana
BeAEHMA 3anuncei B npouecce NpoBeAeHnsa UCMbITaHUA. BlaHKn ncnbITaHMA pa3pabaTbiBaloTCcA Ha KaxKAabli
MeTo4, UCMbITaHUA MHANBUAYA/bHO.

BnaHKu pernctpauum UCnbITaHUIA cogepXKaT ceayoLLyio nHdopmaumio:
e cBeAeHMAa 06 ucnbityemom obpasue;
e cBeaeHus 06 ncnonbsyemom ob6opyaoBaHUMK;
e cBeaeHUs 06 NCMONb3yeMbliX PpeakTMBax U maTepuanax;
e onucaHue NpPobonoaroToBKM (Maccbl HAaBECOK, 06beMbl PacTBOPOB);
e  pe3ynbTaTbl U3MepeHni, opmynbl pacyeTa;

L 3aKn1o4eHne 1 oueHKa A40CTOBEPHOCTU PeE3Y/1bTATOB NCNbITaHWA.

OnucaHune cucTeMbl PErNCTPaLLUN UCTIbITAHUIA:

1. Mepepg Hayanom paboTbl UCMOAHUTENAM, BMECTE C OTOOPaHHbIMM 0bpa3Lamm, BblaatoT 61aHKK
ONS perncTpaumm UCnbiTaHUmn.

2. MMpoueaypy NpoBeAeHNs UCMbITAHUIA PETMCTPUPYIOT HE B paboune KypHabl, a B cnelmasbHble
6naHKuU.

3. [0 OKOHYaHMIO UCMbITaHMIA BNAHKKM NepeaatoT PYKOBOAUTENIO, KOTOPbIN GopmuUpyeT U3 HUX [o-
Cbe MO KOHTPOIO KayecTBa ([0cbe Ha cepuio).

4. Pe3ynbTaTbl UCNbITAHWUI MEPEHOCAT B MPOTOKOA (aHANUTUYECKUIA IUCT, NAacnopT) NPAMO 13 6iaH-
KOB.

I'Ipemmyu.l,eCTBa MCNoNb30BaHNA CneunanbHbIX 61aHKOB BMECTO pa6oqu KYPHanos:
1. HapexHocTtb COXPaHHOCTU pe3ynbTaToB MCNbITaHUMA

Mo OKOHYAHMIO UCMbITAHUI UCNONHUTENb NepeaaeT 3anoHeHHble 61aHKN pyKoBoAUTENO Nabopa-
TOpWUK, KOTOPbIN GOPMUPYET A0CHE MO KOHTPO/IIO KayecTBa M obecrneynBaeT XpaHEHUE B HAAEXKHOM
mecTe. TakKMm 06pa3om, UCKOYEH PUCK YyTPaTbl MEPBUYHBIX AAHHbIX O PEFUCTPALMU UCTbITAaHUI U3-
3a noBpexaeHns unm Gusnyeckoi notepum paboyero xKypHana.

2. Ypo6cTBO peructpaumm UCNbITaHW

NcnonHuTenb BeAeT 3anmcb TO/IbKO KAHOYEBbLIX AaHHbIX: Macca HaBecku, Ne pacTBopa, pesy/bTaT 13-
MEPEHUN U T.A4.

3. DKOHOMMUA BPEMEHMU HA PErnCTPaLUIO UCNIbITAHUI

HaumeHoBaHWe ob6opyaoBaHUe, peakTUBbl, onucaHmMe NpobonoAroToBKkK, GopMyibl pacyeTa U apy-
rme cBeAeHus 06 UCMbITaHMM YKe BKIOYEHBI B 61aHK, CNeA0BaTe/IbHO, HEe TPATUTCA BPEMS Ha OMu-
CaHMe NPoBeAEHUA UCMbITaHUA.

4. CTaHpApPTHOCTb M BOCMPOU3BOAMMOCTb NpoLeaypbl UCNbITAHUI

BnaHKM NnpeanucbiBaloT eAuHbIN NOPAAOK NPOBEAEHMA N PETUCTPALLUMN UCNIbITAHWUNA.
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5. WUcknoueHue "pBoiiHoi pernctpauun” (UcknroueHne paboumnx 3KypHasioB U NPOMEXKYTOUHbIX CBOA-
HbIX }KYPHa/IOB PerucTpauum pesynbTaToB UCMbITAaHMNA)

HeT Heo6x04MMOCTM M3biMaTb paboume KypHabl Y UICNOJHUTENEN NN BECTU MPOMENKYTOUYHbIE KYp-
Hafbl perucTpaummn pesynbTaToB UCMbITaHMA, MOTOMY YTO MO OKOHYAHWUIO NPOBEAEHWNA UCMbITAHUI
BCe ONAaHKM KOHLEHTPUPYIOTCA Yy pyKoBoAUTENs. Pe3ynbTaTbl UCNbITaHUN NEPEHOCAT B NPOTOKOA
(aHanuTMUECKUA AnCT, NacnopT) NPAMO U3 61aHKOB. HeT ABOMHbIX 3anNucein — SKOHOMUA BPEMEHMU
nepcoHana.

6. Ypo6cTBO NpoBEepKU pe3ynbTaTtos

YA06HbI An3ainH 61aHKOB NO3BOAET ObICTPO HAaXOAUTb U OLEHUBATb K/IlOYEBblE MOMEHTbI NPOBe-
AEHUA UCMIbITAHUM TEM CaMbIM SKOHOMMUTCA BPEMS Ha NMPOBEPKY.

7. CBoeBpeMeHHas OLEeHKa AOCTOBEPHOCTU PE3ybTaTOB UCMbITAHWUIA

He 3anonHeHune nnn HeENpPaBuIbHOE 3aN0/IHEHNE aBTOMATUYECKN NMPUBNEKAOT BHUMaHUE, Cen0Ba-
TE€NbHO, MO3BO/IAKOT CBOEBPEMEHHO NPOaHA/IN3NPOBATL Npoueanypy BbinO/IHEHNA UCNbITAHUA U OUEe-
HUTb AOCTOBEPHOCTb pPe3y/ibTaToOB A0 BblAd4YN 3aKNIHOHEHUNA (aHaI'IMTW-IECKOI'O TNCTa, NPOTOKO/1a UC-
NbiITaHWA, NaCnopTa U T.I'I.).

8. B03MOXXHOCTb 6bICTPOro MHTErpUpoBaHua J1abopaTopHbIX MHGOPMALMOHHDbIX cuctem (LIMS)

BHeapeHwue LIMS npeanonaraet cuctemaTmnsaumio, B TOM YNCAE, NPOLLECCa PErUCTPALLMM UCNbITAHUIA.
Yike oTpaboTaHHY0 CUCTEMY PErucTpaLMm UCNbITaHWUA B BymaykHble 61aHKM NpoLLe KOHBEPTUPO-
BaTb B 3/1IEKTPOHHbIE NPOTOKObI.
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O6yuyeHMe nepcoHana

Cneunannctbl KomnaHun «J1abMpPoMUHKMHUPUHI» NepUoaANYECKN BbICTYMALOT B KAYECTBE JIEKTOPOB Ha
06yyatoLWMX Kypcax n cemmnHapax. TaK ke BO3MOKHa OpraH13auusa UHAMBUAYaANbHbIX CEMUHAPOB Hernocpea-
CTBEHHO Ha NPeanpPUATUAX ANA COTPYAHUKOB Pa3/IMYHOIO YPOBHA NOATOTOBKM: OT paboumx 40 PyKOBOAALLNX
pPaboTHMKOB.

B nopTtdene komnaHmm «J1abMpoMUHKUHUPUHT» €CTb CEMMHAPbI MO CNeAyHoWMM TEMaM:

1.
2.

Bannpauma aHanUTUYECKNX MeToaUK NCMbITaHWUA.

Mpon3BOACTBO NEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C TpeHOBAHUAMM HagNeKaLLeNn NPOn3BOA-
CTBEHHOM NPAKTUKK (GMP). MpaKTUKyM 418 HAYMHAIOLLNX.

TexHONOrMA YNCTbIX MOMELLEHWNA.
Banuaauns ounctkm obopyaoBaHus.

KBannoukaums cuctem obecneyeHusa NnponsBoacTsa. YncTble NOMELLEHNS U CUCTEMbI BO3AYyXOTEX-
Huku (HVAC), Boga ana papmauestruyeckoro ncnonbsosaHus (WPU), umcTbiit nap, cxkaTtble npouecc-
Hble ra3bl (Bo34yx, a3oT).

Banngauyma npoueccos CTepUnN3allmn CYXMm XKapom n Ba1aXHbIM TEMJIOM. anMprl KBa}'IMd)MKa-
UNUN CTEPUNTN3ALUNOHHOIO TYHHENIA, NapOBOro CTepnan3saTopa.

KBanudukauma (kBanmdukauma) CKNaacknux NomeLLeHuin, Xono4unbHbIX Kamep, X0N1040BbIX LLeno-
yeK. MpaKTUyeckune acnekTbl, NPUMEpPHI.

Bannaauma KoMnbloTEPM3MPOBAHHBIX cucTem. Kak obecneunTb perynatopHoe COOTBETCTBME HA
npakTuKe.
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PedepeHc nuct 000 «J1abMpoMUHKUHUPUHT»

(pa3paboTka npoekTos, KBaandukauua npoekros DQ)

Ne 3aKasumuk OnucaHue obbeKTa
n/n
1. 3A0 «3Banap», Poccuiickan KoHuenTyanbHbI NPOEKT PEKOHCTPYKLMN NPOMU3BOACTBA Bbl-
depepaums, r. buiick COKOTOKCMYHbIX NpoaykTos OEB4
2. NYN «BUK-300p0oBbe KMUBOTHbIX», KoHuenTyanbHbIN M TEXHONOTMYECKUIA NPOEKT NPON3BOACTBEH-
Benapycs, r. Butebek HOrO 34aHUA KC HYNA», BKAOYAOLWMNA:
e Llex no Nnpon3BOACTBY TBEPAbIX NEKAPCTBEHHbIX GOpPM
e Llex no Nnpon3BOACTBY CTEPUNbHBIX IEKAPCTBEHHbIX POpPM
e Llex No Npon3BOACTBY MKUAKUX HECTEPUNbHbIX IEKAPCTBEH-
HbIX popm
e AQMMHUCTPATMBHbIE NOMELLEHMUA
e bbITOBbIE NOMeELLEHUA
e TexHW4YecKme cucTemol
e LleHTpanbHbIN cKNag,
3. | OAO «benButyHndapm», benapycb, | KBanndukauma npoekta (DQ) mmukpobuonormyeckomn n buono-
BuTtebckuit paoH rmyeckomn nabopartopumu
4, 'Y «PecnybamMKaHCKUIM Hay4YHO- TexHoNnorM4yecknin Nnpoekt nabopatopum TpaHCHy3MOHHO-
NPaKTUYECKUI LEeHTp TpaHchy3mo- TPAHCMUCCUBHbBIX MHOEKLNIA
NOTUN N MeAMULNHCKUX BUOTEXHONO-
rmin», benapycb, r. MUHCK
5. 000 «XbO «BUTA», Poccuiickas TeXHONOrMYEeCKNM NPOEKT PEKOHCTPYKLMN MUKpPOBMOOrnye-
depnepauus, r. CaHkT-MNMeTepbypr CKoi nabopartopum
6. ONYXCORP Ltd., 'py3usa KoHLenTyanbHbIN M TEXHONOTUYECKMIA MPOEKT NPON3BOACTBEH-
HOTO 34aHUA «C HYNA», BKAKOYAIOLLMNA:
e Llex no Npon3BoOACTBY TBEPAbIX NEKAPCTBEHHbIX PopMm (Tab-
JIETKW, Karcy/bl, calle)
e Llex No Npon3BOACTBY XNAKNX TIEKAPCTBEHHbIX GOpM
o  ®dusnko-xmmmyeckaa nabopatopusa
e Mukpobuonornyeckas nabopatopus
e AQMMHWUCTPATMBHbIE NOMELLEHMUA
e bbiTOBbIE NOMELLEHUA
e TexHW4YecKme cucTembl
e LleHTpanbHbI cKNag,
7. 000 «dannomdapma», benapycs, TexHONorM4yecknii NPOeKT GU3NKO-XMMUYECKOM NabopaTopum,
r. Hecsmx MMKpobuonornyeckon nabopatopmm, npayeyHom
8. NNYMN «BUK-300poBbe KMBOTHbIX», | KOHLENTyanbHbIA M TEXHONOrMYECKUIA NPOEKT NPOMN3BOACTBA

Benapyco, r. Butebck

HeCTePU/IbHbIX BETEPUHAPHbIX NPenapaTtoB
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Ne 3aKa3uuK OnucaHue obbeKTa
n/n
9. 000 «HIMU, BenArpolen», KoHLenTyaNbHbIN M TEXHONOTUYECKMIA MPOEKT NPOM3BOACTBA
Pecny6nvnka benapyce, r. FopKku CTEPUIbHbIX BETEPUHAPHbIX NpenapaTos
10. | Y «Morunesckuin 3aBog, BeTepu- KoHuenTyanbHbIN M TEXHONOTUYECKMIA NPOEKT HECTEPUIBHOTO
HapHbIX NpenapaTos», NPOM3BOACTBA KNAKMUX BETEPMHAPHbIX NpenapaTos
Pecnybnuka bBenapyco,
r. Mornnes
11. | OO0 «®yTbepr», Pecnybnunka bena- | KoHuenTyanbHbIM U TEXHONOTMYECKUI MPOEKT NPOM3BOACTBO
pycb, r. MUHCK LIOBHOrO MaTepunana
12. | OOO «HILU, benArpoleHn», KoHuenTyanbHbI M TEXHONOFMYECKUI NPOEKT HECTEPUBHOIO
Pecny6aunka benapyce, r. lopku NPOM3BOACTBA KNAKMX BETEPUHAPHbIX NpenapaTos
13. | 3A0 «3Banap», Poccuitckas KoHUenTyanbHbIA U TEXHONOTMYECKNI MPOEKT PEKOHCTPYKLUUMU
depepauyms, r. buiick MUKpobunonormyeckom nabopatopum
14. | OO0 «HIL, benArpolen», KoHLenTyanbHbIN M TEXHONOTUYECKUIA MPOEKT 34aHNA MUKPO-
Pecnybnnka benapyco, r. FopKu 6uonormnyeckoit nabopatopun
15. | OAO «HecBUCKWUIA 3aBoA, KoHuenTyanbHbI NPOEKT PEKOHCTPYKLMU y4aCTKa NPUroTos-
MEeANLMHCKNX NpenapaToBy, JIEHUA PACTBOPOB MHBEKLIMOHHbIX NpenapaTos
Benapycb, HecBUMKCKUIA p-H
16. | Y «Mepa-nHTepnaacT», KoHuenTyanbHbI M TEXHONOFMYECKUIA NPOEKT NPON3BOACTBEH-
benapycs, r. Hecemx HOrO 343HUA KC HYNA», BKAOYAOLWMNA:
e Llex no Npon3BoOACTBY TBEPAbIX NEKAPCTBEHHbIX POpM (Tab-
JIETKW, Karcy/bl, calle)
e  AOMMHUCTPATMBHbIE MOMELLEHUA
e bbiTOBbIE NOMeLLEeHNA
e TexHW4YecKne cucTemol
e LleHTpanbHbI cKNag,
17. | OAO «HecBUWKCKM 3aBOA, Meau- KoHLenTyanbHbIN M TEXHONOTUYECKMUIA MPOEKT IKCNEePUMEH-
LMHCKMX NpenapaToBsy, Ta/NIbHO-6MONOTrNMYECKON KNNHUKK (BUBapwMA)
Benapycb, HecBUXKCKUI p-H
18. | OO0 «AnekcaHZpoBY, KoHuenTyanbHbI U TEXHONOTMYECKUIA NPOEKT NabopaToOpHOro
Bbenapychb, JTlobaHCKnit p-H Kopnyca (MMKpobuonoruyeckas, pagmonornyeckan n GUsmnko-
XMMuMyeckan nabopatopun)
19. | 000 «Papmbrnomeacepsuc», Poc- KBanuduraums npoekta (DQ) pekoHCTpyKLymM:
cns, r. MoCKBa e YyacTKa Npou3BOACTBA CTEPU/bHbIX NEKAPCTBEHHbIX
cpeacTs
e YyacTKa Npou3BOACTBA HECTEPUIbHbIX IEKAPCTBEHHbIX
cpeacTs
e YyacTka Npou3BOACTBA CybCTaHLMUM
20. | YN «Butebckmin 3aBoA BETEPUHAP- KoHuenTyanbHbI NPOEKT NPON3BOACTBA HECTEPUbHDIX Jie-

HbIX NpenapaToB»,
benapyco, r. Butebck

KapCTBEHHbIX CPeACTB (Ma3un 1 NOPOLLKK)
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Neo
n/n

3aKasuuk

OnucaHue obbekKTa

21.

000 «LWarHacT-Meaunkan», ['py3usa, | KoHUEeNTyanbHbIN NPOEKT Npon3BoACcTBa BUOMEANLIMHCKNX

r. Teunucu

KNETOYHbIX NPOAYKTOB (MPOM3BOACTBO CTBO/IOBbIX K/IETOK)

22.

YN «Ankonak», benapycs, r. fomenb | KOHUENTyanbHbIN M TEXHONOTMYECKUI NPOEKT (pa3gen «TexHo-

JIOTUYECKUE peLleHns») NPon3BoACTBa U3AeNnii MeaULLNH-
CKOro Ha3sHa4YeHus (NepBUYHOM YNAKOBKU IEKAPCTBEHHbIX
cpeacTs)

23.

YN «FomenbcKkunin 3aBoa BeTepuHap- | KoHLEenTyanbHbIA U TEXHOIOTMYECKUI NPOEKT NPOU3BOACTBA

HbIX NpenapaTtos», benapyco,
r. fomenb

NIeKapCTBEHHbIX CPeACTB ANA BETEPMHAPHOro NPUMEHEHMUA:

® Y4yaCTOK acenTUYecKoro NpoM3BoOACTBa KUOKUX
JleKapCTBEHHbIX CpeacTB

e YYaCTOK NPOU3BOACTBA CTEPUIbHbBIX NEKAPCTBEHHbIX
CcpencTB B WNpuUax

e bbITOBbIE NOMELLEHUA

e TexHuM4ecKue cMcTembl

24,

000 «benArpoleH»,
benapycb, Bennkmin KameHb

KoHuenTyanbHbIN M TEXHONOTMYECKUIN NPOEKT (pasgen «TexHo-

NIOrMYEecKue peleHnsa») NPon3BOACTBa JIEKAPCTBEHHbIX

CpeacTB oNnA BETEPUHAPHOrO NPUMEHEHUA:

e YYacTOK acenTM4YecKoro Npon3BOACTBA XKUAKUX
JIEKapCTBEHHbIX CPeacTs

e YYacTOK NPOM3BOACTBA CTEPU/IbHbIX IEKAPCTBEHHbIX
CpPeAcTB B WNpULLAX

e Y4yacTOK NpOoM3BOACTBA HECTEPMU/IbHBIX PACTBOPOB

e CKnapg Cbipba N NPOAYKLUN

o  dusMKo-xmmuyeckas nabopatopus

e MuKpoburonormyeckan nabopatopus

e  AOMMHUCTPATMBHbIE MOMELLEHUA

e bbITOBbIE NOMeELLEHUA
TexHn4eckne cnucTembl

(\ l npOEKT ycnewHo npowen KBaIWId)VIKa-

S Life Science Consult

yuio (DQ), BbINONHEHHYIO cneuuanu-
ctamu UAB «LS Consult», lutea

25.

000 «UHxCneuCrpoiilpoekT» KBanndukauma npoekta (DQ) nponssoacTsa NPOM3BOACTBEH-

benapyco, r. M1HCK

HOro UeHTpa No BblIMNYCKY MHOBALLIMOHHbIX VI3,£I,eJTMl7I meaununH-
CKOro Ha3Ha4yeHuA

26.

NYN «Peb-dapma», benapycs,

r. CMmmnosumum

KoHuenTyanbHbIA U TEXHONOTMYECKUIM NPOEKT (pa3aen «TexHo-
JIorMYyeckue pelleHnsa») NnabopaTtopHO-NPON3BOACTBEHHO-
CKNaAcCKoro 34aHuma:

e CKnapg cbipbs

o  DU3MKO-XMMMYECcKasa nabopaTopua

e MuKpoburonormyeckas nabopatopus

e [1poM3BOACTBO CTEPU/IbHBIX JIEKAPCTBEHHbIX CPEACTB

o AAQMWHUCTPATMUBHbIE MOMELLEHNA

e bbiTOBbIE NOMELLEHMA

e TexHunyeckme CUCTEMBI
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Ne 3aKa3uuK OnucaHue obbeKTa
n/n
27. | OO0 «bensakoTexHuKa», benapyco, KBanndukauma npoekta (DQ) nponssoacTBa BETEPUHAPHBIX
r. CBucnoyb npenapaTos, BKAOYAOLWEro cieaytolmne 06beKTbl:
e CKnag cbipba
o  dusnko-xmmmyeckaa nabopatopusa
e [1Ipon3BOACTBO CTEPUNBHBIX }KUAKUX NEKAPCTBEHHbIX
cpeacTts
e [1IpoM3BOACTBO HECTEPU/IbHDBIX YKUAKMUX TEKAPCTBEHHbIX
cpeacTs
e [lpon3BOACTBO HECTEPUNbHbLIX TBEPAbIX IEKAPCTBEHHbIX
dopm
e bbiTOBbIE NOMeLLEeHUA
e TexHun4yeckune cmctembl
28. | MNYN «BUK-300p0oBbe KMBOTHbIX», | KOHUENTYaNbHbIM U TEXHONOTMYECKUI NPOEKT (pa3aen «TexHo-
Benapyco, r. Butebek Nlornyeckue peweHuns») N1abopaTopHO-CKNAACKOro 34aHuA:
e Cknapg cblpbAa
o  dusmko-xmmunyeckas nabopatopusa
e MuKpoburonormyeckasa nabopatopusa
e  AOMMHUCTPATMBHbIE MOMELLEHUA
e bbiTOBbIE NOMeLLEeHUA
e TexHu4yeckue cuctemsl
29. | CMN 000 «DapmnaHa», benapycb, r. | TeXHONOMMYECKMIA NPOEKT NPOM3BOACTBA TBEPAbIX IEKAPCTBEH-
HecBux HbIX popm
30. | OO0 «benkaponuH», KoHLenTyanbHbIN M TEXHONOTMYECKMI NPOEKT (pasgen «TexHo-
benapyco, r. Butebck JIOTUYECKUE peLLEHNAY) NPOMU3BOACTBA JIEKAPCTBEHHbIX
CpPeacTB oA BETEPUHAPHOIrO MPUMEHEHUA:
e YUYacTOK NPOM3BOACTBA KUAKUX CTEPUIbHBIX
JIeKapCTBEHHbIX CPeacTB
e YUYacTOK NpOM3BOACTBA HECTEPUJIbHBIX PACTBOPOB U LLNPHU-
ues
o  dusMKo-xmMmunyeckas nabopatopus
e Mukpobuonornyeckas nabopatopus
e  AOMMHUCTPATMBHbIE MOMELLEHUA
e bbITOBblE NOMeLLEeHUA
e TexHU4YecKkue cuctemsl
e LleHTpanbHbIl cCKNag,
MpoeKT ycnewHo npowen Keanudukauyuio (DQ),
BbINONHEHHYIO cneumnanuctamum YI «LleHTp aKc-
nepT13 U UCNbITAHUI B 34PaBOOXPAHEHUU»
31. | OO0 «Betpean», benapycs, r. He- KoHLUenTyaibHbIN M TEXHONOTUYECKUI MPOEKT (pasgen «TexHo-
CBUX NIOrMYEecKue peleHnsa») MMKpoburonormyeckoi nabopatopum
32. | OO0 «JIurmatoH», KoHuenTyanbHbIN NPOEKT U pa3aen « TexHo/orMyeckne pelle-

benapyco, r. MUHCK

HUA» GapMaLLeBTUYECKOTrO CKAaaa
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Ne 3aKa3uuK OnucaHue obbekKTa
n/n
33. | OO0 «benArpoleH», KoHUEeNTyanbHbI U TEXHONOTMYECKMIA NPOEKT (pa3aen «TexHo-
benapyce, r. fopku JIOTUYECKME peLleHnsa») NPOn3BOACTBA JIEKAPCTBEHHbIX
CpeacTB oA BETEPUHAPHOIO MPUMEHEHUA:
e YUacTOK acenTMyecKoro Nnpon3BoACTBa XKUAKUX
JIEKapPCTBEHHbIX CPeacTs
e YUacTOK NpOM3BOACTBA CTEPUbHBIX IeKAPCTBEHHbIX
CpeacTB B WNpULAX
e YyacTok nponsBoacTBa TabneTok
® YyacTOK Npon3BOACTBA Ma3el
e YUYacTOK NpOM3BOACTBA HECTEPUJIbHBIX PACTBOPOB
34. | UYT «Mepg-nHTepnaacT», TexHONOrMYeCcKNn NPOEKT NPOM3BOACTBEHHOIO 34aHNA «C
benapyce, r. Hecamxk HYNA», BKAOYAIOLLNIA:
e Llex no Npom3BOACTBY TBEPAbIX NEKAPCTBEHHbIX PopMm (Tab-
NEeTKW, Kancy/bl, cawe)
o  dusmko-xmmunyeckas nabopatopus
e MuKpoburonormyeckana nabopatopusa
e  AOMMHUCTPATMBHbIE MOMELLEHUA
e bbITOBbIE NOMeELLEHUA
e TexHun4yecKkune cmctembl
e LleHTpanbHbI cKNag,
35. | PYMN «MuHcKaa ®apmaunar, Pa3paboTka KOHLENTya/IbHOIo NPOEKTa X0/I0A4HOro cKknaaa
benapyce, r. 3acnasnb
36. | OO0 MK «famma, KoHLenTyanbHbIN NPOEKT NPOM3BOACTBA CTEPU/IbHDBIX 1eKap-
Poccuitckan ®epepaums, CTBEHHbIX CPeCTB 417 BETEPUHAPHOTO NPUMEHEHMUA
MockoBcKasa 06.1.
37. | 000 «MeguKan nn3nr-koHcan- TexHONOrMYecKkMin NPOEKT NPOM3BOACTBA cybcTaHUMKM «Aae-
TUHI», Poccuiickana ®epepaums, ryLmuT»
r. BopoHex
38. | 000 «bengenodapmy, TexHoNorMyeckMin NPoeKT N1abopaTopHO-NPOM3BOACTBEHHOTO
benapycb, CMoOAEBUUCKNI p-H Kopnyca:
e Llex no Nnpon3BOACTBY TBEPAbIX NEKAPCTBEHHbIX GOpMm
(apaxke, nopowky, calue)
e Lllex no npon3BoacTBy cnpees
e YyaCTOK Npon3BOACTBA Mea,.nU3aenunm
o  ®dusnko-xmmmyeckaa nabopatopusa
e TexHU4YecKkue cuctemsl
e LleHTpanbHbIl cCKNag,
39. | OO0 «benArpolen», Pa3paboTka TEXHONOrMYECKON KOHUEMNUUN U apXUTEKTYPHbIX
benapyce, r. TOpKu peLleHn Npon3BOACTBA BETEPUHAPHbIX NPENapaToB
40. | 3A0 «AJICU dapmay, KoHuenTyanbHbIN (TEXHONOTMYECKUNIA) MPOEKT MUKPOBMONOTrU-
Poccus, r. Kupos yeckon nabopatopum
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Ne 3aKasumK OnucaHue obbekTa

n/n

41. | OO0 «AmaHTUcMep», KoHuenTyanbHbI NPOEKT NPOU3BOACTBA TOPMOHA/IbHbIX Ne-
Benapycb, r. Jloronck KapCTBEHHbIX cpeacTB B dpopme Tab/ieToK.

(npon3BOACTBO BbICOKOTOKCMYHbIX NpoayKTos OEB 4/5)

42. | 000 «LleHTp KOHTPO/IA KayecTBa KoHuenTyanbHbI NPOEKT MUKpObUoiornyeckoit nabopatopmm
OHKO/IOTMYECKOrO Hay4yHOro LEeHTa», | (KOHTPOJIb KauecTBa IeKapCcTBEHHbIX cpeacTs, BA, napoto-
Poccuitckan ®epepaums, r. MOCKBa | MEPHO-KOCMETMYECKON NPOoAYKLUMMU, NPOAYKTOB NUTaHMA)

43. | 000 «AmaHTnUcMep», KoHuenTyanbHbI NPOEKT aAMUHUCTPATUBHO-1abopaTopHO-
Benapycb, r. Jloronck NpPoOM3BOACTBEHHOIO KOMMAEKca:

e Llex no npon3BoACTBY TBEPAbIX IEKAPCTBEHHbIX popm (Tab-
JIETKW, Karcybl, calle)
e Llex no nponssoacTBY CNpees
e Llex no npon3BOACTBY MHBEKLMIA B amnyiax, LWNpULax un
nnodnmsata Bo paakoHax
o  dusmko-xmmunyeckas nabopatopus
e MuKpoburonormyeckana naboparopusn
e OnbITHO-BHeApeHYecKan nabopaTopus
o TexHunyeckme cuctemsol
e  AZMWHUCTPATUBHbLIE NOMELLEHUA
. MpoeKT ycnewHo npowen KBanndpuKauymio
roject (DQ), BbINONHEHH 7
, YO KOMNaHueun
G.M.Project, s.r.o., Yexus

44, | 000 «LleHTp KOHTPOANA KayecTBa KoHUenTyanbHbI NPOEKT 3KCNepMMEHTaIbHO-6MoN0rnYeckom
OHKOJIOTMYECKOTO Hay4YHOrOo LIeHTa», | KAWHWUKK (BUBapus)

Poccuinckas Pepepaums, r. Mocksa

45, | UNYN «®apm dnnasHe», KoHuenTyanbHbI NPOEKT NPOU3BOACTBA M3AENNIA MeANLMUH-
benapyce, r. fomenb CKOro Ha3HaYeHMsA, UMEIOLLIMX KOHTAKT C KpoBbto (Npoun3Boa-

CTBO B YMCTbIX NomMeLleHunsax Tuna D u C)
46. | OO0 «UZBIOPHARM», KoHuenTyanbHbI NPOEKT NPOU3BOACTBEHHOIO Kopnyca A/
Y36ekucTaH, r. TalKeHT NoNYYEHMA OYULLLEEHHOTO TYOEepPKyAMHA B CTaHAAPTHOM pas3Be-
aeHuu:
e Llex no npom3BOACTBY OUYMLLEHHOIO TYOEpPKYANHA B CTaH-
OAPTHOM pa3BeaeHUu
o  dusMKo-xmmunyeckas nabopatopus
e MuKpoburonormyeckana nabopatopusa

47. | CO0O0 «Jlekdpapmy, KoHuenTyanbHbIN U TEXHONOTMYECKMIA NPOEKT C MPOXoXKae-

benapyco, r. Jloronck HMEM rocyapCTBEHHOM 3KCNEPTU3bI

e Llex no Npon3BOACTBY TBEPAbIX IEKAPCTBEHHbIX HOPM

e Llex no Npon3BOACTBY MHBEKLIMOHHbIX 1€KAPCTBEHHbIX
cpencTts

o  dusnKo-xMmmyeckan nabopatopusn

e Mukpobuonornyeckas nabopatopus
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Ne 3aKa3uuK OnucaHue obbekKTa

n/n

48. | depepasibHOE rocygapCTBEHHOE KoHuenTyanbHbI NPOEeKT GU3MKO-XMMMYECKOM abopaTo-
YHUTapHoe npeanpuatne «KamyaTt- | puu ucnbiTatenbHoro nabopatopHoro ueHTpa «KamuatHUPO-
CKWUI Hay4yHO-UCCea0BaTeNIbCKUIM TECT»
WMHCTUTYT PbIBHOrO X03ANCTBA U OKe-
aHorpadun»,
Poccuinckan ®epepauns,
r. MeTponaBnoBcK-KamuyaTckui

49. | 000 «HIK bnoTtect», KoHuenTyanbHbI NPOEKT NPON3BOACTBA NEKAPCTBEHHbIX
Benapycs, r. l[poaHo CpeacTB U3 pacTUTENIbHOIO CbipbA

50. | OO0 «LleHTp HOBbIX TEXHONOT UM KoHLenTyanbHbIN NPOEKT UCNbITaTeNbHOM nabopatopum (KOH-

natoc», Poccuinckaa Pepepaums,
r. NMywmHo

TPO/Ib Ka4yecTBa /IeKapCTBeHHbIX cpeacTts, BAL, napdromepHo-
KOCMETMYECKON NpOoAYyKUMM):

o  dusMKo-xMMun4yecKkas nabopaTtopus

e MuKpoburonormyeckaa naboparopusa

o TexHunyeckme cuctemsol
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PedepeHc nuct 000 «J1abMpoMUHKUHUPUHT»

(pa3paboTka AOKymeHTauuun, BHegpeHUue cuctem obecneueHus KauecTtsa)

Ne 3aKasumK O6bem pabor
n/n
51. | UNYN «BUK-3a0poBbe XKMBOTHbLIX», | OUueHKa PUCKOB COBMECTHOIO NPOM3BOACTBA PA3NYHbIX NPO-
Benapycs, r. Butebek OYKTOB Ha O4HOM NPOM3BOACTBEHHOW NOWAAKe
CemuHap «OcHOBHble NpuHUMMbI npasua GMP»
52. | OO0 «Toprosbln gom «MeguumnH- | Pa3paboTKa BaANAaLMOHHOrO-MacTep naaHa
ckuii Masosbit CepBucy, r. Yepeno- | OueHKa pUCKOB M 060CHOBaHWE 06beMa BanMaaLMm U KBaIU-
Bel, Poccuiickaa ®epepaumn drKaymm
OugeHKa pu1cKoB M 060CHOBaHWE NEPUOANYHOCTU BaANSALMNMN U
KBanAndumKaumm
53. | 000 «/labPapmay, Pa3paboTKka Ba/iMgaLMOHHOro-macTep njiaHa
benapyceo, r. MUHCK OugeHKa puUcKoB M 060CcHOBaHWE 06beMA BanMAALNKN U KBANK-
durKaumm
OugeHKa pMCcKoB M 060CHOBaHME NEPUOANYHOCTU BAANZALMMU U
KBanudmKaunm
54. | 000 «[lpomseTcepBuC», Pa3paboTKka Ba/iMgaLMOHHOro-macTep n/jiaHa
Benapyce, r. Hecamx OugeHKa puUcKoB M 060CcHOBaHWE 06beMA BanMAALNKN U KBANK-
drKaumm
OugeHKa pUCcKoB M 060CHOBaHME NEPUOANYHOCTU BaANZALMUMU U
KBanndumKkaumm
55. | PYI «benmegnpenapaTtbl», Pa3paboTKa BanMaaLMOHHOro-macTep naaHa
benapyco, r. MuHcK OugeHKa puckoB M 060cHOBaHWe 06bema BanMaaLUnKn U KBanu-
duKaymm
OugeHKa pr1cKoB M 060CHOBaHWE NEPUOANYHOCTU BaNZALMUMN U
KBanndumKkaumm
56. | OAO «3K30H», benapycs, OueHKa pMCKoB COBMECTHOIO NPOM3BOACTBA PA3IMYHbIX MPO-
r. ApornymH OYKTOB Ha O4HOM NPOM3BOACTBEHHOW NOWAAKE
57. | TN «cAKAAEM®APM», Benapyce, e AyauTt npeanpuaTMa Ha cooTBeTcTBMe TpebosaHnam GMP
r. MuHcK e OOby4yeHMe nepcoHana no KA4eBbiMm Temam npasun GMP
e Pa3paboTka AOKYMEHTaLMN B COOTBETCTBMU C TpebOBaHMK-
amun GDP
e PaspaboTka dapmaueBTUHECKON CUCTEMbI KavyecTBa
58. | PYN «l'omenbckuit 3aBoA, BETEPU- e PaspaboTka M BHeapeHMe KAUYeBOn AOKyMeHTauum Pap-
HapHbIX NpenapaTos», benapyco, MaLLeBTUYECKOM CUCTEMbI Ka4yeCcTBa Ha NPOU3BOACTBE /e-
r. fomenb KapCTBEHHbIX CPeACTB A9 BETePUHAPHOTO NPUMEHeHMA
e KoHcynbTaumm no sBHegpeHno GMP
e (Ob6y4yeHKe nepcoHana
59. | 000 «ButBap», benapycb, r. Bu- OugeHKa pUCKOB AUCTPUObLIOLMN IEKAPCTBEHHbIX CPEACTB B CO-
TebcK oTBeTcTBUM ¢ TpeboBaHnamn GDP
60. | OO0 «JIMTMATOH», benapycs, e AyauT npeanpuAaTMA Ha cooTeeTcTBue TpebosBaHuam GDP

r. MmHck

e CemunHap no teme: «OpraHusauma n nposegeHne aygmtos B
COOTBETCTBMW C TPEOOBAHUAMMN HaANEKALLNX NPAKTUK
(GxP)»
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Ne 3aKa3uuK O6bem pabor
n/n
e OueHKa pUCKOB ANCTPUOBIOUMM IEKAPCTBEHHbIX CPEACTB B
cooTBeTCcTBMMU € TpeboBaHnamm GDP
61. | COOO «Hatmsuta», benapyco, r. Bu-| Ayamt cknaga Ha cootseTcTBme TpeboBaHnam GDP
Tebck
62. | OO0 «benArpolen», benapycb, Be- | OueHKa pMCKOB COBMECTHOIo Npou3BOACTBA Pa3/INYHbIX NPo-
KNt KameHb [AYKTOB Ha 04HOM NPOM3BOACTBEHHOM NaoLWaaKe
63. | OO0 «PEMPOBET», Poccuitckaa ®e- | o  Pa3paboTKa BaMAALMOHHOrO MacTep-naaHa
Aepaums, r. Osepbl e OueHKa PUCKOB B OTHOLLEHWUM NIAHUPOBAHUA N NepnoanY-
HOCTU peKBaANPUKALMN NOMELLEHWNI, UHKEHEPHDBIX CUCTEM
n obopyaoBaHuA
64. | 3A0 «NHTerpadapmy», benapycs, AyauT npeanpuatva Ha cooTeeTcTBue TpeboBaHuam GMP
MWHCKMI paioH
65. | 000 «PybukoH», benapycsb, r. Bu- | CemunHap «OcHoBHbIe NpUHUMNbI Npasua GMP»
Tebck
66. | OO0 «JiurmatoH», benapyce, e Pa3paboTKa 1 BHeAgpeHMe KNHYEeBOM AOKYMEHTALMUMU CU-
r. MUHCK CTEMbI Ka4yecTBa anTe4yHoro cknaga GDP
e KoHcynbTaumm no sHegpeHuto GDP
e (Qb6yuyeHune nepcoHana
67. | OO0 «MNonbmepn», benapyce, OugeHKa puUcKoB paboTbl AUCTPUOBLIOTEPCKOM KOMMAHMK B COOT-
r. MUHCK BETCTBMMU C TpeboBaHuamn GDP
68. | COOO0 «Tpannndapm», e PaspaboTka Ba/fMaaLMOHHOIO MacTep-nJjaHa
Benapycs, r. Jloronck e (OueHKa PUCKOB B OTHOLLEHWUM MJIAHUPOBAHUA N NepMOaNY-
HOCTW peKBaMPUKaLMM NOMELLEHNN, UHKEHEPHbIX CUCTEM
n obopynoBaHusA
69. | YN «AJTKOMNAK», benapycb, e PaspaboTka nporpammbl MMKPOBMONOTrMYECKOTO MOHUTO-
r. lomenb puHra
e CemuHap «TexHONOrMA YNCTbIX NOMELLEHUI»
70. | OO0 «BenakoTexHUKa», e PaspaboTka M BHeApeHME KAUYEBON AOKYyMeHTauum Pap-
benapyco, rn. CBUCNOYD MaLLeBTUYECKOM CUCTEMbI Ka4yecTBa Ha NPOU3BOACTBE /e-
KapCTBEHHbIX CPeACTB 4/ BETEPUHAPHOTO NPUMEHEHMA
e Pa3paboTKa BaAMZALMOHHOIO MacTep-naHa
e OueHKa pMCKOB B OTHOLLIEHUM NEPUOAMNYHOCTM peKkBannudu-
KauMM OCHOBHOIO TEXHO/IOFMYECKOro 060pyAoBaHMA U TEX-
HUYECKUX CUCTEM
e KoHcynbTaumm no sHegperHmno GMP
e OOby4yeHue nepcoHana
e Pa3paboTka Aocbe NPoM3BOACTBEHHOM NAOLLAAKN
71. | OO0 «AmaHTncMepg», e Pa3paboTKa Ba/nMaauUMOHHOro macTep-naHa

Benapycs, r. Jloroick

e OueHKa pPUCKOB B OTHOLUEHUM NEPUOLANYHOCTU peKBaNNU-
KaluumM OCHOBHOIO TEXHONOTMYECKOro 06opyaoBaHUA U TEX-
HUYECKUX CUCTEM

e ConpoBoAeHWe 3anycKa NpeanpuUATUS U NOSyYeHue cep-
Tnpmkata GMP
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Ne 3aKa3uuK O6bem pabor
n/n
72. | 000 «HIMK buoTtecT», e Pa3paboTKa 1 BHegpeHMe KN4eBoi 4oKymeHTauum ®ap-
Benapyce, r. [poagHo MaLLeBTUYECKOM CUCTEMbI Ka4yecTBa Ha MPOU3BOACTBE /le-
KapCTBEHHbIX CPeACTB N BMONOrMYecKkn akTUBHbIX J06aBOK K
nuwe
e Pa3paboTKa Ba/MZALMOHHOIO MacTep-nsaHa
e OueHKa pUCKOB B OTHOLIEHUM NEPUOLANYHOCTUN peKBaNNU-
KaLuuM OCHOBHOIO TEXHONOIrMYeCcKoro obopyAoBaHUA U TeX-
HUYECKUX CUCTEM
e KoHcynbTaumm no BHeapeHuo GMP Ha HOBOWM NpPou3BOA-
CTBEHHOM naowaake
e (Ob6y4yeHKe nepcoHana
73. | CN «BeTtuHtepdapm» 000, Pa3paboTKka 1 BHeAgpeHME KAYeBOW AoKyMmeHTaunm Papma-
benapyco, r. MuHcK LEeBTUYECKOM CUCTEMbI KAYeCcTBa Ha NPOM3BOACTBE IEKAPCTBEH-
HbIX CPeACTB A1 BEeTEPMHAPHOro NpUMeHeHUA
74. | Y «YHuTexnpom BIy» e Pas3paboTKa Ba/MZaLUMOHHOIO MacTep-nsaHa
benapyco, r. MUHCK e OueHKa PUCKOB B OTHOLIEHUM NEPUOANYHOCTU peKBanndu-
KaluuuM OCHOBHOIO TEXHONOIMMYeCcKoro obopyaoBaHUA U Tex-
HUYECKUX CUCTEM
75. | AO «BEPO®APM», Poccuinckaa Pe- | @  AHanM3 PUCKOB M BaNUAALMOHHbIN MacTep-naaH B OTHOLLe-
aepauums, r. benropog, HUW KOMMbIOTEPU3UPOBAHHbIX CUCTEM
76. | UNYN «Mea-nHTepnaacT», e PaspaboTka Ba/fMaaLMOHHOIO MacTep-nJjaHa
benapycs, r. Hecu e BbinonHeHWe HaNaAKM CUCTEM BEHTUNALMU N KBanUPUKa-
umm obopyaoBaHMA U BaAnZaLMm NPoLLECCOB
e (0630p KayecTBa /IEKAPCTBEHHOIO CPeACTBA
77. | CN OO0 «dapmnaHa», e PaspaboTka Ba/MaaUMOHHOIO MacTep-naaHa.
Benapycsb, r. HecBuK e (OueHKa pPUCKOB B OTHOLLEHUU NEPUOANYHOCTU PEKBANNDU-
KauumM OCHOBHOIO TEXHONOTMYecKoro obopyAoBaHUA U Tex-
HUYECKMX CUCTEM
78. | TOO «HYP-MAN ®APMALMNA» Pa3spaboTka u BHeApeHMEe AOKYMEHTALMM B COOTBETCTBMM C Tpe-
KasaxcrtaH, r. Aamarbl 6oBaHMAMM GMP Ha Npon3BOACTBE CTEPUIbHbIX NEKAPCTBEH-
HbIX CpeacTs
79. | UNYN «BUK-3a0poBbe *KMBOTHbIX», | PazpaboTKa cucTeMbl perMcTpaumm UCNbITaHUN B YHUBEPCab-
benapyco, r. Butebck Hble 3ano/iHsemble 6/1aHKM B COOTBETCTBUU C TPeOOBaAHMAMM
HagnexKallen nabopatopHou npakTnkM GLP (Good Laboratory
Practice).
Pa3paboTka 61aHKOB NO perMcTpaLmm KOHTPOIA NoKasaTenen
KayecTBa:
e cybCcTaHUMu;
® /1IeKapCTBEHHbIX CPEACTB;
®  MOHMUTOPUHI BOAbI;
MOHWTOPUHI NPON3BOACTBEHHOM Cpeapl
80. | 000 «LleHTp KOHTpPONA KayecTBa Pa3paboTtka COI no npoBeaeHno TOKCUKONOTMYECKNX Uccne-

OHKO/IOTMYECKOro Hay4yHOro LLeHTay,
Poccuitckana degepauns, r. Mocksa

[OBaHWUI B COOTBETCTBUM C TpeboBaHWe Haaexallen nabopa-
TOpPHOM nNpaKkTMku GLP (Good Laboratory Practice).
Pa3paboTka 6/1aHKOB AN perncTpaumm UccnesoBaHumn:
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Neo
n/n

3aKkasuuk

O6bem pabor

81.

000 «LeHTp KoHTpONA KayecTBa
OHKO/IOTMYECKOro Hay4yHOro LIEHTay,
Poccuiickana ®epepaums, r. Mocksa

Pa3spaboTKka cTaHA4apTHbIX onepaLMoHHbIX npoueayp (COMN) ana
MUKpobunonornyeckon nabopatopum

82.

000 «LleHTp KOHTpOANA KavecTBa
OHKOJ/I0rMYEeCKOro HAy4YHOro LEeHTa»,
Poccuiickaa ®epepauuns, r. Mockea

Pa3paboTka fOKYMeEHTaUMM No obecneyeHnto KayecTsa gas UC-
nbiTaTeNbHOM NabopaTopun B COOTBETCTBUM C TpeboBaHUAMM
rOCT MCO/M3K 17025-2009 (PykoBoACTBO NO KayecTsy, NO/0-
eHune 06 ncnbiTaTeNlbHON NabopaTopumn, LONKHOCTHBIE UH-
CTPYKLMU, AOKYMEHTbI MO CUCTEME MEHEeAXKMEHTa KayecTBa, Nno
ynpaBaeHuto AOKYMeHTaL e, No oby4yeHUto nepcoHana, no pe-
TMCTPALLMM UCNbITAaHWUI, NO paboTe c 060py[0BAHNEM U PEAKTU-
BaMM, Npoymne AoKyMeHTbl). OdopmneHne o61acTm akkpeanTa-
LUMKN B COOTBETCTBUM C TpeboBaHUAMM pernameHTa TaMOXKeH-
HOro coto3a

83.

HIMNL «Xum®PapmCuHTes» NUHcTUTyTa
6uoopraHmnyeckoi xsummm Haumo-
HaNbHOW akaZeMumn Hayk benapycu,
benapyco, r. MUHCK

Pa3paboTka Ba/iMAaLMOHHOrO MacTep-naaHa NpoM3BOACTBa
cy6CTaHUMIM M rTOTOBbIX IEKAPCTBEHHbIX CPEACTB NPOTUBOOMYXO-
NeBbIX NpenapaTos

84.

000 «KanuHa», benapycs, r. OpLia

e Pa3paboTKa Ba/MZALUMOHHOIO MacTep-nsaHa npeanpuaTms
o KBanndukauma mawmnHbl GpacoBKM
o KBannduKkaumna cknaacknx NoMeLLEHNM
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PedepeHc nuct 000 «J1abMpoMUHKUHUPUHT»

(kBanndpukauma obopygosaHmna u cuctem, Baamaauusa npoLeccos)

Ne 3aKasumKk O6vem pabor
n/n
85. | 000 «dannomdapma», benapycs, KBannduKkaumna npomblllieHHbIX XpomaTtorpados
r. Hecamx KBannduKkauna nammHapHbIX 30H
KBanmnduKaumna cmctembl NoaydeHUA 1 pacnpeseneHmns cKa-
TOro Bo3Ayxa
KBanndurkauma naposbix CTEpUAN3aTOPOB
KBanndukaumna genmporeHm3aumMoHHOro TYHHenNs
KBannduKauma mawmHbl MOMKK
KBannduKkaumna peaktopos
Keannoukauma cuctem CIP/SIP
86. | UMNYMN «BUK-3p0poBbe *KUBOT- KBanuduKauma YNCcTbiXx MOMeLLEHNI
HbIx», Benapyco, r. Butebck KBannduKkaumna nammHapHbIX 30H
KBanndukauma cuctemol NONYYEHUA, XPaHEHWUA M pacnpese-
JIEHUA BOAbI OYULLEHHOWN
Banngaumsa KomnbloTEPU3NPOBAHHOM CUCTEMbI YYETA CbIPbA,
MaTepuanos, NPoAyKUMM Ha 6ase nporpammHoro obecrneye-
HnA «1C: ERP»
Banngaumsa KomnbloTEPU3NPOBAHHOM CUCTEMbI MOHUTOPUHTA
napameTPOB MUKPOKAMMATA B CKAACKMX NOMELLEHUAX
87. | 000 «benkaponuuy», KBannduKauma YNCTbIX MOMELLEHNI
benapyco, r. Butebck KBannduKkauma naMmMHapHbIX 30H
KBanndurKkaumna naposbix CTEPUIN3ATOPOB
KBannduKaumna cyxoKapoBblX CTEPUNMN3ATOPOB
KBannduKaumna cmctembl NonydeHUA n pacnpeseneHmns CKa-
TOro Bo3ayxa
KBanuduKaumna cmctem NnpuroToBaeHMA PacTBOPOB M CyCMNeH-
3ui
88. | 000 «Crosek», benapycs, Banngauma ounctkm obopynoBaHua
r. Cron6upl Banuaauna mMeToanKM KOHTPOAA OCTAaTOUYHbIX KOINYECTB cyb-
CTaHUMM Ha NOBEPXHOCTM 0bopya0BaHUA
89. | YN «lpomeeTcepsuc», benapycs, KBannduKauma Ynctbix NomeLeHnm

r. Heceux

KBanmdukauma nammHapHbIX 30H

KBanndukauma naposBoro crepuamnsatopa

KBannduKkaLma cyxoxKapoBoro ctepmamsaTopa
KBanmdukauma cuctembl NONYYEHUSA, XPAaHEHUA U pacnpeae-
NleHUs BOAbl OYMLLEHHOM

KBanndukauma cuctembl NONYyHEHUSA, XPaHEHUA K pacnpeae-
NleHus BoAbl AN UHbEKLUMIA

KBanndukauma cuctembl NoAyYEHUS U pacnpeseneHus Ymn-
CTOro napa
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Neo 3aKa3uuK O6bem pabor
n/n
KBanndukauma cncrem npurotoBaeHUA pacTBOPOB U CyCMeH-
3un
KBanndumkauma AMHMM NPpON3BOACTBA MHBEKLMOHHbBIX Npena-
paToB (MOWKa, PO3/11MB, 3aKaTKa, MHCNEKLMA, STUKETUPOBKA)
90. | YN «BuTebcKMii 3aBOA BETEPUHAP- KBanndurkauma cuctemol NONYyYEHUA U pacnpeseneHmsa Boabl
HbIX NpenapaToB», benapyco, O4YULLLEHHOWN
r. Butebek
91. | OO0 «3anaaBetCepBucy, PerynuposKa cuctembl BEHTUNALUMK
Bbenapyco, r. }KogmHo KBanndmKaLuma YMCTbIX NOMELLEHMN
92. | ®uamnan Haykonpodm Banupauna npouecca crepunmsytowein dGmuabTpaymm
®reY HMULU, oHKkonorum
um. H.H. brhoxmHa MuHsgpasa
Poccuu, r. Mocksa, Poccus
93. | OAO «3K30Hw», benapycs, r. ipo- Banuaaumns ounctkm obopyaoBaHus
TMYMH Banuaauna meToanKM KOHTPONA OCTAaTOUYHbIX KONMYECTB cyb-
CTAHLMM Ha NOBEPXHOCTN 0bopyAOBaHUA
94. | 000 «buommyHnTN Y, KBanmduKauma YNCTbIX MOMELLEHNI
benapyceo, r. MnHCK KBanndurKaumna napoBbIX CTEPUIN3ATOPOB
KBannduKkaumna nammHapHbIX 30H 1 6OKCOB MUKpobmonormye-
CKOM 6e3onacHoCcTH
KBanndurkauma cuctemol NONYyYEHUA U pacnpeseneHmsa Boabl
OUMLLLEHHOWM
KBannduKkaumna cmctembl NonydeHua n pacnpegeneHma sBogbl
ANA UHBEKLUMI
KBanndukaumna cmctembl NonydeHua n pacnpegeneHma Ym-
CTOro napa
KBannduKkaumna nepekncHbix 6oKkcos
KBannourkauma cnctemol AEKOHTAMUHALUM CTOKOB
KBanndukaumna xonoanabHUKOB U1 MOPO3UIbHUKOB
KBanndumkauma AMHUM NPON3BOACTBA UHBEKLMOHHbBIX Npena-
paToB (MOWKa, CTEPUIN3ALNOHHBIN TYHHENb, PO3/INB, UHCMEK-
LM, STUKETUPOBKA, YNAKOBKA)
95. | PYMN «benmegnpenapatbl», KBanndurKaumna napoBbIx CTEPUIN3ATOPOB
Bbenapychb, r. MuHCK KBannburkauma cyxoxapoBsbix CTepnan3aTtopos
96. | COOO «Hatmsuta», benapycs, PerynnpoBKa cuctembl BEHTUAALMMN

r. beweHkoBnuM

KBannduKaLuma YNCTbIX NOMELLEHUIA CTEPUIBHOIO NPOU3BOA-
cTBa

KBanmduKaLuma YNCTbIX NOMELLEHWNA HECTEPUIBHOTO MPOU3-
BOACTBA

KBannduKaLma YNCTbIX NOMELLEHUA MUKPOBMONOrMYecKom
nabopartopuu

KBannoukaums cucteMbl NONYYEHUA U pacnpeaeneHus cxa-
TOro Bo3ayxa
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Ne
n/n

3aKasuukK

O6bem pabor

KBanudukauma cuctembl NONYYEHUA U pacnpeseneHma cxa-
TOro a3oTa

KBanudukauma nsonatopos

KBannoumkauma genmporeHmn3aLMoHHOro TyHHenA
KBanndukauma naposbix CTEPUAN3aTOPOB
KBanudukauma cuctembl NPUroTOBAEHUA PACTBOPOB
KBanndumkauma "MoGUNbHOM CYLLIMIKK

KBanndmKauma CyLMaKN B KUMALLEM C/I0e
Keanndpukaumna WIP-moikn

KBannoukaumsa HM3KoTemnepaTypHOro MOpPO3nAbHMKA
Ksanndukaumna nabopatopHoro obopyaoBaHums

97. | PHMNLU OMP mnm. H.H. Anekcah- °

Aposa», benapycb, r. MMHCK

KBanndukaums cuctemol pacnpeneneHuns caTbix ra3os
KBanuduKauma YNCcTbiXx MOMeELLEHNI
KBanudukaumsa nsonstopos

98. | OO0 «030H», Poccua, r. Mury- .

NeBCK

KBannduKauma YNCTbIX MOMELLEHNI

KBanndoumkaums nammHapHbIX 30H

KBannoukauma cuctem ctepuansaumm obopyaoBaHus
KBannoumkauma mawmHbl GacoBKM B amny/ibl
Banuaauns KOMNbOTEPU3UPOBAHHbBIX CUCTEM

99. | OO0 «JlurmaTtoH», benapycs,

r. MmHck

PerynnmpoBKa cMCcTeMbl BEHTUAALUN U KOHANLUOHUPOBAHUA
anTeyHoro cknaga

KBanndurkaums ante4yHOro cknaga

KBannoumkaumsa xonoannbHbix Kamep

Bannpaumnsa KOMNbIOTEPU3MPOBAHHOM CUCTEMDI YYeTa NPOAYK-
uMn Ha base 1C

Bannpaumnsa KOMMNbIOTEPU3MPOBAHHOMN CUCTEMbI MOHUTOPUHTA
TEMNepaTypbl U BAAXKHOCTU Ha CKAaje

Banvaauns KOMNbOTEPU3UPOBAHHOM CUCTEMbI MOHUTOPMHTA
TeMnepaTypbl NPU TPAHCNOPTUPOBKE

KBanuduKkaumna TepMOKOHTENHEPOB

BepuduKaums TpaHCNOPTUPOBKHM

KBanudukauma asTopedpukepaTopos

KBanudukauma aBTOX0N0ANNbHUKOB

100. | PenepanbHbIN HAYYHbIN LEHTP

nccnefoBaHUi U pa3paboTkM Um-
MyHOBMOoN0rMyeckmnx npenapaTos
um. M.T1. Yymakosa PAH, Poccua,

r. MockBa

KBanndukauma 5 "MOPUNBHbBIX CYLLMIOK

101. | COOO «Tpannndapm», benapyco, | o

r. Jloromck

PerynnmpoBKa cMcTeMbl BEHTUAALMMN U KBANUDUKALMA YNCTbIX
nomeLLeHni Mnkpobuonornyeckomn nabopatopum
PerynnmpoBKa cMcTeMbl BEHTUAALMMN U KBANMDUKALMA YNCTbIX
NoMeLLLeHMI Lexa No NPON3BOACTBY CTEPUJIbHbBIX aHTUBNOTK-
KOB

KBanndukauma ctepmnmsayMoHHbIX TYHHeNemn
KBanmdukauma naposbix CTEPUAN3ATOPOB
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Ne
n/n

3aKasuukK

O6bem pabor

KBanndukauma nammHapHbIX 30H

KBanndukauma cuctembl NONYYEHUA U pacnpeseneHma cxa-
TOro BO3ayxa

KBanndukauma cuctemol NONYYEHUA, XPAaHEHWUA M pacnpese-
NleHnA BoAbl ANA UHBEKLMI

KBanndumkauma Bakyym-cyLnabHbIX WKahoB

KBanndukauma cyxoxapoBbix CTEPUAN3ATOPOB

102.

OAO «HecBu»KCKWiA 3aBo g, Mean-
LMHCKMX NpenapaTtos», benapyco,
r. Hecau

KBannduKkaumna napoBoro crepuamsaTtopa

KBannduKkaumna cknaackmx noMeLLeHNM

Banuaauns npouecca ctepuamsaumm HedpapmakonemHoro me-
TOoAa

Banuaaums npouecca crepuamsytowen duabTpaymm

103.

000 «PybuKkoH», benapycs, r. Bu-
TebcK

PerynnpoBKa cuctemol BEHTUAALMMN

KBanndumKauma YncTbIX NOMELLEHNIN TYMaHHOrO NPOM3BOA-
cTBa

KBannduKkauma YNCTbIX MOMELLEHN BETEPMHAPHOIO NPOMU3-
BOACTBA

KBanndoumkaums nammHapoB U MUKpobuonornyeckom b6es-
OMacHOCTH

KBanndurKkaumna napoBbix CTEPUAN3ATOPOB

KBanndukaumna genmporeHm3aumMoHHOro TYHHenNs
N3mepeHune pacxoaa Boabl B CUCTEMAX NOAAYM PAaCcTBOPOB
TexHosiormyeckoro obopynoBaHuA

MpoBepKa uenoctHoct HEPA-PpUNbTPOB NPON3BOACTBEHHOIO
obopyanoBaHusa

Banmpauma cmctem MOHUTOPUHIA NAPAMETPOB MUKPOKAU-
MaTa M MOHUTOPUHIA YacTuL,

KBanuduKaumna cuctem pacnpeneneHmna cxatoro Bo3ayxa
Banngauma o4MCTKM ABYX IMHMI NO NPOM3BOACTBY NeKap-
CTBEHHbIX CPeACTB 417 BETEPUHAPHOIO NPUMEHEHMSA
Banngauma aBToMaTU3MPOBAHHOM CUCTEMbI yHETA PEAKTUBOB
«AXYpP»

OueHKa puckoB u onpegeneHune GxP-peneBaHTHbIX MoAyNeMn
KOMMbIOTEPU3NPOBAHHOM cnCTEMbI «aNaKkTUKa»

104.

Y « MMWHCKUIN ropoaCKON KNNHU-
YECKUM OHKONOrMYECKUN ANCNaH-
cep», benapycob, r. MmnHcK

KBannduKkauma YncTbix NOMeELLEHUA M NaAMUHAPHbIX 30H onepa-
LMOHHbIX Knacca ISO5

105.

YN « MUHCKUHTEPKATC»,
benapyceo, r. MMUHCK

Banngauma KOMNblOTEPU3NPOBAHHOM CUCTEMbI YYETA CbIPbA,
MaTepunanos, NPoAyKUMM Ha 6ase «1C: YT 8.2»
KBannduKkaumna cmctem npurotoBAEHUS Kancy/ibHbIX Macc
KBanuduKaumna KanycnatopoB 41A MATKUX KeNaTUHOBbIX Kan-
cyn

KBannoumkauma 6amMcTepHbIX MallmH

KBannduKkaumna ynakoBoYHbIX MalLWH

KBanndurKkaumna napoBbIX CTEPUAN3ATOPOB
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Neo 3aKa3uuK O6bem pabor
n/n
e KeannduKauma 60KCoB MMKpobMONormyeckomn 6esonacHoCcTH
o KBanndukaumna cmctem nonyvyeHMa U pacnpeneneHma cxka-
TOro BO3Ayxa
o KOHTPOAb UENOCTHOCTU N FTepMETUYHOCTU MOHTaXa HEPA-
¢dunbTpOB (245 WT.)
106. | PHML OMP um. H.H. Anekcan- e Perynuposka cMcteMbl BEHTUNALMMN
aposa», benapycs, r. MUHCK o KBanndpukaumna YMCTbIX MOMELLEHNI
e lcnbITaHMA CUCTEMbI CXKaTbIX Fa308
107. | YN «LeHTp 3KcnepTu3 1 UCMbITa- | ©  PeryJinpoBKa CUCTEMbI BEHTUNALMN N KOHAMLUNOHNPOBAHMUA
HWUI B 34paBOOXPaHEHNNY, e KBannduKauma YUCTbIX NOMELLEHMUIA MUKPOBUONOTrMYecKom
benapycso, r. MMUHCK nabopatopuu
o KBannopmkauma moeyHbIX MaLllmH
108. | AO «Annym», Poccuinckas Pege- | Ksanndukauma UT-uHPpacTpyKTypbl 4BYX NPON3BOACTBEHHDIX
paums, MockoBckasa obiacTb NAOLLAA0K
109. | OO0 «®opTmBa Megn», benapycb, | © PerynnmpoBKa CMCTEMbI BEHTUAALNN
rn. Mauynnuwm o KBannduKkaumna YUCTbIX MOMELLEHNI
o Kanndukauma nammHapHbIX 60KCOB
e Banuaauma o4nMcTkM obopynoBaHMA
e Banupauma MeToaMKKM OCTAaTOYHbIX KOIMYECTB AEeMCTBYIOLLErO
BELLECTBa Ha NoBepXxHOCTM obopyaoBaHUA
110. | AO «buHHOdapm», Poccuinckas Banngauma KomnbloTEPU3NPOBAHHOM CUCTEMbI YYETA Cblpbs, Ma-
dPepepaumn, MockoBcKasa 061acTb | Tepuanos, Npoaykumm Ha 6ase 1C
111. | OO0 «dyTb6epr», benapyce, e PerynmpoBKa CUCTEMbI BEHTUAALMUN
r. MUHCK o KBannduKkaumna YNCTbIX MOMELLEHNI
112. | OO0 «ButBap», benapycs, e PerynmpoBKa CUCTEMbI BEHTUNALMUN
r. Butebek e KBanndukaumna cknaacknx NoOMeLLLEHNM
o KBanunoukauuna asTopedpurkepaTopos
o KBanndukaumna xonoannabHbIX Kamep
e Banuaauma KOMNbOTEPU3MPOBAHHOM CUCTEMBI YYeTa NPOAYK-
umu
113. | UYN «Mepg-nHTepnaacr», e PerynnpoBKa cucTembl BEHTUAALMMK

benapyce, r. Hecsmxk

o KBanndukaumna YMCTbIX MOMELLEHNI

e KBannduKauma ckNaackmux nomeLLeHum

e Keanndukauma obopynoBaHMA NPOU3BOACTBA TBEPAbIX Ne-
KapCTBEHHbIX Gopm

e KBannduKauma cucteMbl NONYYEHUA U pacnpeseneHmna cxa-
TOro BO34yxa

o KBannoduKauma cuctembl Noay4eHns BOAbl OYULLLEHHON

e KBannduKauma xonoguibHUKOB

o KBanndukauma KAIMMaTUYECKOM KOMHaTbI

e Banugauma npouecca Npon3BoACTBa Kancyn

e Banuaauma o4ymcTkM obopynoBaHmA
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Neo 3aKa3uuK O6bem pabor
n/n
Banuaauns MeToanKM KOHTPONA OCTAaTOUYHbIX KONYECTB cyb-
CTAHLMW Ha NOBEPXHOCTN 0bopyAOBaHUA
0630p KayecTBa NPOAYKUUM
114. | NYN «Peb-dPapma», benapyco, PerynnpoBKa cuctembl BEHTUAALMMU
r. CMmunosunun KBanudukauma Ynctbix nomeLLeHni
KBannduKkaumna nammHapHbIX 30H
KBannopukaumsa 6o0KkcoB mMmkpoburosornyeckor 6e3onacHoCcTu
KBanndukauma cuctemol NONYYEHUA, XPAaHEHWUA U pacnpese-
JIEHUA BOAbI OYMLLEHHOWN
KBannduKkaumna cmctembl NoNydeHUA U pacnpeneneHms cKa-
TOro BO34yxa
KBannduKkaumna cmctembl NPUroToBAEHMA PACTBOPOB
KBannopumkaumsa ¢pacoBoYHbIX MALINH
KBanndurKkauma cknaackmx nomeLeHum
Pa3spaboTka BanngaumoHHOro mactep-nsiaHa
OugeHKa PUCKOB B OTHOLIEHMW MIAHUPOBAHUA U NEPUOLNYHO-
CTN peKBaNNPUKALUM NOMELLEHWNI, MHKEHEPHDBIX CUCTEM U
obopynoBaHus
115. | OO0 «HIO MeTtpoBakc Papm», Pa3paboTKa UMKNOB CTepMIN3aLUmM U KBanuduKaums napo-
Poccuiickan ®egepauuns, BOrO CTepuan3aTopa
MockoBcKasa obnacTb KBannduKkaumna cmctembl NPUroToBAEHMA PacTBOPOB
Keanndukaumna SIP-koHPpUrypaumnii TeXHoNornm4yeckoro obopy-
[0BaHMUA
KBannourkauma "ModUnbHOM CYLLIMAKK
Bannpaumsa nporpammHoro obecrnieyeHusa npnbopos npo-
BEPKM LLeIOCTHOCTM GUNbTPOB
Banngaums anekTpoHHbIX Tabamuy, MS Excel
KBannduKkaumna aBTomaTM4eCcKon MHCNEKLMOHHON MaLUUHbI
Banvaauns KOMNbOTEPU3UPOBAHHOM CUCTEMbI MOHUTOPMHIA
BEHTUALUN U KOHANLMOHUPOBAHUS
116. | OO0 «[M3T-TexHonogxn bana- PerynnpoBka cuctembl BEHTUAALMMK
wmxa», Poccuiickaa Pepepaums, KBanudukauma YMCTbIX NOMeELLEHUIA
Mockosckas obnactb KBannduKkauma n3onatopos paganoxmmmyeckom 3almThbl
KBannoukaums nammHapHoro 6okca
KBannduKkaumna aBTomaTUYECKUX U NONYAaBTOMATUYECKUX CU-
CTemM A03MPOBAHUA
KBanndoukauma cuctem pacnpeneneHuns caTbix ra3os (Bos-
AyX, a30T, renuni)
117. | 3A0 «MegunumnHcKoe npeanpua- KoHcynbTUpOBaHMeE MO BONPOCaM TEXHONOMMYECKOro NPoOeKTa,

Tne Cumypr», benapycs,
r. Butebck

NpoeKTa BeHTUAALUN
KBannduKauma Ynctbix NomeLeHnm

KBannduKkauma moeyHom malumHbl U Bannmaauma npouecca
OYMUCTKMU
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Neo 3aKa3uuK O6bem pabor
n/n
118. | OO0 «bensakoTexHMKa», e PerynvMpoBKa cMcTeMbl BEHTUAALMN N KBANNDUKALMA YNCTbIX
benapyce, r.n. CBUCNOYL nomeLeHn NPOM3BOACTBA HECTEPUIIbHBIX IEKAPCTBEHHbIX
cpeacTs
e Perynmposka cMcTeEMbl BEHTUNALMM U KBAanUPUKALUA YNCTbIX
NOMELLEHMM NPOU3BOACTBA CTEPUNBbHbIX IEKAPCTBEHHDIX
cpencTs
e KBannduKauma NTaMMHAPHbLIX 30H
e KBannduKauma ctepuansaumoHHOro TyHHens
o KBannoumkauma BoAOOPOLLIAEMOro CTEPUAN3ATOPA
119. | YN «AJIKOMAK», benapyco, e PerynnpoBKa cucTembl BEHTUAALMMK
r. fomenb o KBasnindurKauma YUCTbIX MOMELLEHWNM yYacTKa Mo NPOU3BOA-
CTBY U34eN1I MeAULMHCKOrO Ha3HavyeHun
o KBanndukauma NammMHapHbIX 30H
o KBanundukauma cuctembl Noay4eHUA, XPaHEHMA N pacnpege-
NIeHNA BOAbl OYULLEHHOWN
120. | COAO «®PepeliH», benapycs, o KBanndukaumna xonognnabHbIX Kamep
r. MuHCK e Banugauma npouecca o4MCcTKM 060pya0BaHNA NPON3BOACTBA
WHDBEKLUMOHHbIX NpenapaTos
e Bannpgauma MeToaMKM KOHTPOAA OCTAaTOUHbIX KOINMYECTB cyb-
CTAHLMW Ha NOBEPXHOCTN 06opyAOBaAHUA
121. | «PHNL, TpaHcdy3monormm nu me- | o  Kanudukauma napoBoro crepuansatopa
AVLUMHCKUX TEXHOJIOTMit», Bena- o KBanndukaumna cmctembl NoaydeHUa u pacnpegeneHma Bogbl
pycb, r. MUHCK OUULLLEHHO
o KBanndukauua mawmnH HaNOAHEHUA
122. | 3A0 «benAcenTtuka», benapycb, | e KBanudukaums napoBoro crepuamnsaTopa
r. MuHcK e Keanndukauyma 6okca mmkpobuonormyeckomn besonacHocTn
e KeannduKkauma obopynoBaHMA y4acTKa N0 NPOM3BOACTBY
UAOKMX NEKAPCTBEHHbIX CPeacTB (HAaCTOEK M aHTUCENTMKOB)
123. | 000 «Komdapm», benapycb, KBannduKkaumna xonoanabHblx Kamep
r. MnHcK
124. | OO0 «HuTa-®apm», Poccuiickaa | o  Kanudukauma naposbiX M BOAOOPALLAEMbIX CTEPUIN3ATOPOB
®epepaums, r. Capatos o KBanndukaumna cyxoxapoBblX CTEPUNN3ATOPOB
o KBanndukaumna xonognabHUKOB U1 MOPO3UIbHUKOB
125. | 3A0 «UHTerpadpapm», benapyco, | © Ksanudukauma cknasa
MMUHCKWNIA panoH
126. | OO0 «MNpodKkoH», benapyce, o Kanndukaumna 6okcoB MUKpobmonormyeckom besonacHoCTH
r. MnHck
127. | YN «Onanek», benapycy, r. MUHCK o  KBanudukaums 3 cuctem NoaydYeHUs U pacnpeaeneHus cxa-
TOro Bo3ayxa
128. | OO0 «AmaHTCMep», benapycb, | ® HanagKa cuctem BEHTUAALMM U KOHANLMOHUPOBAHMA

r. Jloromnck

e KBannduKauma YUCTbIX NOMELLEHUA MUKPOOMONOrMYECKoM
nabopartopuu

o KBanndukaumna cknaacknx noMeLLeHni

e KBanndpuKauma KAIMMaTUYECKON KOMHATbI
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Neo 3aKa3uuK O6bem pabor
n/n

L4 KBaJ'IM(I)MKaLI,Mﬂ KTNMAaTUHECKUX Kamep
L4 KBaJ'IM(I)MKaLI,Mﬂ CUCTembl NONy4eHUA U pacnpeneneHna cxxa-
TOro BO34yxa

129. | NOOO «YHOMeguKan», e KOHTpPO/b LLENOCTHOCTM N TEPMETUYHOCTU MOHTaxKa HEPA-
Benapycs, r. PaHunonb dunbTpoB
e MM3mepeHunA KpaTHOCTM BO34yX006MeHa B UMCTbIX NOMeLLe-
HUAX
e KBannduKkaumna KIMMaTUYECKON Kamepbl
130. | CN OO0 «PapmnaHa», e Perynuposka cuctembl BEHTUNALMU
Benapycb, r. HecBux o KBannduKkauma YNCTbIX MOMELLEHNI

e KBannduKauma NnapoBbIX CTEPUIN3ATOPOB

o KBannoumkauma mawmnHbl MOMKK GNaKOHOB

e KeannduKauma gennmporeHM3auMoHHOro TyHHens

e KeannduKkauma NTMoPpuUAbHON CyLLIUIKN

o KBanunoukaumna npoTovHOM LeHTpmdyrm

o KBanndukauma KAMMaTUYECKOM KOMHaTbI

e KBanndukaumna xonoaHOM KOMHaTbI

e KBannduKauma cknaga maTepmanos 1 NPoAyKLUN

e KsannduKauma cuctembl NPUroTOBNEHMUA PACTBOPOB, BKAIO-
yasa CIP n SIP

e KBannduKauma cucteMbl NOAYYEHUA U pacnpeseneHuns Yn-
cToro napa

e KBannduKauma cucteMbl NONYYEHUA U pacnpeseneHuns cxKa-
TOro BO34yxa

e KsannduKauma cuctemol pacnpegeneHma a3oTa

e Keanndukauyma obopynoBaHMA NPOU3BOACTBA TBEPAbIX Ne-
KapCTBEHHbIX Gopm

e Banuaauma KOMNbOTEPU3IUPOBAHHOM CUCTEMbI MOHUTOPMHIA
napameTpoB MUKPOKAMMATA B NPOM3BOACTBEHHbIX MOMeELLE-
HUAX

e Banngaums npouecca ctepunmsyrouein duabTpaumm

e Banugauma npoueccos NPoOM3BOACTBA TBEPAbIX IEKAPCTBEH-
HbIX popm

e Banuaauma npouecca 04UCTKM 060pyaoBaHMA

e Banuaauuma MeToAMKN KOHTPOIA OCTaTOUYHbIX KOJIMYECTB Cyb-
CTaHUMKN Ha NoBepxHOCTU 06opyaoBaHMA

131. | AO «BEPODAPM», o Kanunoukaumna 11 KnMmaTUYecKMx Kamep

Poccus, r. benropop, e Banuaauma nporpammHoro obecneveHuna «AtmoControl»

e Bannpauma KOMNbIOTEPU3MPOBAHHbLIX CUCTEM MOCTOAHHOIO
MOHUTOPMHIa NapamMeTpPOB B/IAXKHOCTU 1 TemnepaTypbl

e PaspaboTka n BaMAauma KanbKynALMOHHbIX nctoB MS Excel
Mo rMokKasaTenAm KOHTPOA KayecTBa JIEKapCTBEHHbIX CPeACTB
n popm MS Access No ynpaBNEHWUIO NUTATENIbHbIX Cpej,

Ctp. 40 n343



http://www.lpi.by/
mailto:mail@lpi.by

Nasllpom

MWHXMUWUHWUPMUHT
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223053, Pecriybrnka benapycs, MuHckas 0611., MuHckuii pavioH, 4. boposrisHbi,
yn. 40 ner lNobegel, 4.27/4, oghuc Ne 516 www.lpl.by, a71.r1o41a.; mail@ipi.by
resn: +375 17511 71 30, +375 17 511 58 50

Neo 3aKa3uuK O6bem pabor
n/n
132. | OOO «HIK BnoTtect», KBanndurkauma KnMmaTuyeckom KOMHaTbI
Bbenapyce, r. l[pogHo Banngauna meToamKkm UcnbiTaHUA
Bannpauma npoueccos Npon3BOACTBa NEKAPCTBEHHDIX
cpeacTs
Banmpauma npoueccos UsmesibMeHMe U NPOCENBAHUA NeKap-
CTBEHHOTrO PACTUTENbLHOTO CbIpbA
Banngauma npoueccoB pacoBKM M YNAKOBKN IEKAPCTBEHHbIX
CcpeacTs U3 pacTUTENIbHOrNO CbipbA
133. | 000 «MUK-DAPMA JIEK», KBannduKkaumna cmctembl NonydeHMA 1 pacnpegeneHma Bogbl
Poccus, r. benropog, OYULLEHHOWN
134. | TN PYN «bendapmayma» KBannduKkaumna xonoanabHbIx Kamep
benapyco, r. MUHCK KBannoukauma asropedpurkepatopos
KBannduKkaumna TepMOKOHTENHEPOB
BepuduKkaums xononosoi Lenm
135. | OO0 «MNonbmen», KBannopumkauma Mopo3nabHOM Kamepbl
benapyco, r. MUHCK Keanndukaumna asTopedpurkepatopa
136. | 000 «Jlabopatopusa TOCKAHN» KBannduKaumna naposBoro ctepmamsatopa
Poccusa, r. MockBa
137. | OAO «benButyHudapmy, Banupauma metoamku
benapycb, Butebckuii paiioH
138. | Octapharma Pharmazeutika KBanndukaumna naposoro crepmamnsatopa B r. CkonuHe, Poc-
Produktionsgesellschaft m.b.H, cuiickas ®epepaumsa
ABcTpuA
139. | OO0 «UNckamen», benapyce, KBannduKauma xonoannbHbIX Kamep
r. MUHCK KBanuduKkaumna cknaackmx NoOMeLLEHN
140. | YN «YHuTexnpom BIY», KBannduKkaumna cuctembl NoNyYeHMA U pacnpeneneHma Bogbl
Benapychb, r. MUHCK OYMLLLEHHOM
KBanuduKaumna cknaackmx NoMeLLeHNM
KBannoukaums xonoamnbHoro obopyaosaHuma
KBannduKkaumna Bakyym-cywmabHoro wrkada
141. | 000 «HuKa ®apmauesTrka» be- Banupaums 4 (yeTbipex) NpoLLECCOB NPOMU3BOACTBA CTEPU/Ib-
napyco, r. Hecsuxk HbIX JIEKAPCTBEHHbIX CPEACTB
142. | TocypapCTBEHHOE yupeXKaeHue Banngauma metogmKm KONMYeCTBEHHOro onpeaeneHusa
«BpecTcKkasa obnacTHas rocyaap- necmegmdama B caxapHOM, KOPMOBOW U CTO/IOBOWN CBEK/E
CTBEHHAA MHCNEKLNA NO CEMEHO- Bannpauna meToamMKM KONNMYECTBEHHOrO onpeaeneHna TuaTa
BOACTBY, KaPaHTUHY U 3awmTe (nponnKoHasona) B caxapHOM, KOPMOBOW 1 CTOIOBOW CBEKANE
pacTteHuin», benapyce, r. bpect
143. | TocypapcTBeHHOE YHUTApHOE Npo- OpraHusaumsa mexxaabopaTopHbIX CANYUTE/NIbHBIX UCMbITAHUN

€KTHO-M3bICKaTeNbCKOE Npeanpus-
TMe «MHCTUTYT bpectcTpoiinpo-
eKkt», benapycs, r. bpect
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ren: +375 17511 71 30, +375 17 511 58 50

Neo 3aKa3uuK O6bem pabor
n/n
144. | TOKYMN « MUHCKKIA x1agokombun- | e  OueHKa HeonpeaeeHHOCTU METOAMKN KOIMYECTBEHHOTO
HaT Ne 2», benapychb, r. MUHCK onpeaeneHna mesoPpuabHbix a3PobHbIX U GaKyNbTAaTUBHO
aHa3pObHbIX MMKPOOPraHM3MOB B MOJIOKE NacTepU30BaHHOM
145. | OAO «LllyynHckuii 3aBoa ABTO- e Banmpgaumsa meToauKM UCMbITAHUA
nposoa», benapycs, r. LLyynH
146. | OO0 «buomonnpom», e Banugauma MeToaMKu KONMYeCcTBEHHOro onpeaeneHunsa budm-

benapyce, r. bepesunHo

nobakrepuin B buduaonpoaykTe Ans AETCKOro NUTaHUS
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OO0 «J1ablTpoMUIHXUHUPUHT»
a s Po M 223053, Pecriy6rnnka benapyce, Murckas 0611., MuHckui pavioH, 4. bopoB/isHsl,
yn. 40 net lMobegpi, 4.27/4, oguc Ne 516 www.Ipi.by, 371.no4Ta; mail@I/pi.b
MW HX WHMWDP WHT 05 +37517511 7130, +375 17511 58 50

000 «J1abMpoMUHXUHUPUHI» - KOMNAHUA, CO3A4aHHAA NnpodeccnoHanamm!

Appec: 223053, Pecnybanka benapycs,
MwuHckan 061., MUHCKUI palioH, 4. bopoBasaHbI,
yn. 40 net Nobeapl, 4.27/4, odmc Ne 516

TenedpoHbl: +375175122591
+37517 51158 50
+37517 5117130
+375 29 730 37 84 (Telegram, Viber)

E-mail: mail@Ipi.by
Caur: www.|pi.by
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