«[laTBannep Papma MakapKUHr» — nupep
MUPOBOIro NPOM3BOACTBA PE3UHOBBIX YKYMOPOYHbIX
usaenuu gna ¢gapmMaueBTU4ECKOU OTpacnu
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CERTIFICATE

<> DATWYLER

Komnauua «[Jateaiinep ®apma
MakamkuHr» (pavee — «Xenset Gapma»)
ABNSIeTCS MUPOBbIM NTUAEPOM

no NPoOu3BOACTBY PE3VHOBLIX NPOOOK

1 aNiOMUHWEBBIX / aNOMO-NIaCTUKOBbIX
KONNay4koB s ¢papMaLeBTUYECKON
YNaKOBKMN, KOMMIEKTYIOLMX

ONs npeaBapuUTeNibHO HanoJIHEeHHbIX
LUNpULEeB, KAPTPUIKEN, ANarHOCTUYECKUX
1 0AHOPA30BbIX UHLEKLMOHHBIX CUCTEM.
Komnanug Gbina ocHoBaHa

B 1970 r., ee ronosHoi opuc
HaxopuTcs B EBpone.

a NPOM3BOACTBEHHbIX MOLLHO-
H CTX KOHLIEPHA, pacnonoXKeH-

Hbix B EBpone, CLUA n A3uu,
€XerogHo BbIiNyCcKaeTcqd 6Gonee
20 mapg eavHul dapmaueBTuye-
CKOW ynakoBKuW. [MponsBoacTtBo 6a-
3UpyeTcs Ha NepeaoBOr 3KcnepT1se
MatepuanoB C WCMNOAb30BaHUEM
TEXHUYECKUX W TEXHOOTMYECKMUX
«HOy-Xxay». [o6anbHOCTb pacnoso-
KEHWS MPOM3BOACTBEHHbIX KOM-
NJEKCOB MO3BOASET OCYLLECTBNAATb
npofaxkun 6onee 4em B 100 cTpaHax
Mupa. O6WmMn WTaT KomnaHuu «Jart-
Bannep» npeBbiwaetr 5000 coTpya-
HWKOB, @ FO0BOWM 40X0A COCTaBNsAET
6onee EUR 500 mnH.
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Mpeumywectea
dapmaneBTNYECKOI YNAKOBKH,
NPOU3BOAUMON KOMMaHUewn
«[laTBannep»

45-neTHW ONbIT B NPOU3BO/CTBE yna-
KOBOYHbIX PeLeHn ANna YKYNOPKH
$hnakoHOB, 3N1aCTOMEPHbIX KOMMOHEH-
TOB [/ UHbEKLIMOHHbIX CUCTEM, OAHO-
Pa30BbIX MEAULMHCKUX LWWMPULEB WM
MHOY3MOHHbIX CUMCTEM AaeT OCHOBa-
HUe KomnaHuu «JJatBannep» 4yBCTBO-
BaTb cebs yBEPEHHO B YCIOBUSX MO-
CTOSIHHO BO3pacTatoLnX TpeboBaHMM
dapmaueBTUYECKMX MPOMU3BOAUTE-
new, B TO BPeMS Kak NPOU3BOACTBEH-
Hble M10LWAAKN, KITMEHTCKMNE LIEHTPbI U
npeacTaBUTENbCTBA, PACrONOXKEHHbIE
BO BCEX YacTsx CBeTa, obecneyvBaiot
CTabWnbHOCTb MOCTAaBOK W 6Gonblive
BO3MOHOCTU B OTHOLLUEHMU CepBUCa
W NOAAEPHKKM NOKyNnaTenemn.

Ycnexy Takxe cnoco6CTBYOT
IWWMPOKMIK AManal3oH NPOAYKTOB,
COBEPLIEHCTBO KOMMNayHAOB, M3
KOTOpPbIX OHW nMNpou3BoOaAATCH,
pas3/iMyHble BO3MOXHOCTK Yyna-
KOBKW, BHOCHAWME BECOMbIH
BKNag B 3QPEKTUBHOCTb MNpPO-
uecca npousBoacTtBa dapma-
LEeBTUYECKON NPOAYKLMM U BNU-
AWNUX Ha 0Oy CTOMMOCTb
pacxogoB MO BbINYCKY JleKap-
CTBEHHbIX NpenapaToB.

MpoayKuma kKomnaHuu «[dat-
Bannep» NpoM3BOAMTCSH B COOT-
BETCTBUU C MEXAYHAPOAHbLIMHU
CTaHAapTamu:

e |SO 15378 (Matepuanbl an«
nepBUYHON YNaKOBKK MeanKa-
MeHTOoB. CneunanbHble Tpebo-
BaHMa Mo npumeHeHuto 1SO
9001:2000 ¢ yyeTOM peKo-

«DapmaLieBTIYECKas 0Tpacnb», CeHTOpb Ne 4 (45) 2014

MeHaaumn Good Manufacturing

Practice — GMP);

e |SO 14001 (Cuctembl 3KOIOTU-
YECKOro MeHemXmeHTa. Tpebo-
BaHWA U PYKOBOLCTBO MO MNpHU-
MEHEHMUI0);

e OHSAS 18001 (CucteMbl Me-
HeQXMeHTa npodeccuoHanb-
HOW 6€e30MaCHOCTU W OXPaHbl
TpyAa).

OTO [JaeT BO3MOMHOCTb WX
6ecnpobnemMHOro BcTpanBaHUa B
[OKyMeHTauuto cuctembl obecne-
YyeHUs KadecTBa N6bIX GapMm-
npeanpuatun. MpoayKumsa, npo-
M3BogMMas KomnaHuven «latesam-
Jiep», ycrnewHo MPOUHCNEKTUPO-
BaHa Komuccuen FDA u npowna
ayauT MHOMMX NoKynaTenew.

HoBas KoHuenuus Npou3BOA-
CTBa PE3NHOBbLIX U3JENINN B YCNO-
BUAX, MPUBNUKEHHBIX K YCIOBUAM
dapmaLeBTU4EeCKOro MNpPoOn3BOL-
cTBa, KOTopas 6blna peannMi3oBaHa
KoMnaHunen «[latBannep» Ha CBO-
eM HoBOM 3aBofe FirstLine B An-
KeHe (benbruq), nossonsetr obe-
Ccrne4vynTb OTCyTCTBUE AEDEKTOB ro-
TOBOWM NPOAYKUWMU K 10BGUTbCS MaK-
CUMaliIbHOW YUCTOTbl NMOBEPXHOCTH
PE3UHOBbLIX M3OENNN He TOJNbKO
nyTemMm OTMbIBKK, HO ¥ 6naropaps
OTCYTCTBMIO 3arps3HeHUn B BO3-
Jyxe NpOU3BOACTBEHHbIX NOMelle-
HWK. Ha 3aBope FirstLine npouns-
BOAATCA pPe3nHOBble MPOOGKKU ¢
NAyH}epbl A8 npeaHanoNHEHHbIX
WNPULEB M KapTPUAKEN, a TaKkKe
BCE Pe3MHOBbIE U3eNNSA C NOKPbI-
Tmem «OMHUPIEKE».

CoBepLueHHbie N0 Ka4yecTBy
pe3uHoBbie KOMMayHAbl

Ka4vecTBO Npo6OK, MIYHKEPOB W
NPOYMX PE3UHOBLIX U3aennmn, 6e3-
YC/IOBHO, 3aBWUCUT OT cocCTaBa U
KayecTBa KomnayHza. OCHOBHble
BUAbl KOMMayHAoB, pas3paboTaH-
Hble KomnaHuen «[daTBannep»,
37O crneunanM3npoBaHHblie Xn0p-
M 6pombYyTMNOBbLIE KOMMayHAbl,
KoTOpble o6ecneymBaldT MWHMU-
MaJibHO BO3MOXHYIO MPOHULae-
MOCTb BO3JyXxa (Kucnopoga) w
BJlarM, MaKCuMManbHY YCTOMYM-
BOCTb K CTapeHuto n gedpparmeH-
Tauuu, OTCYTCTBME BPEAHbIX WH-
rPeANEHTOB M Mp., U COOTBETCTBY-
I0T TpeboBaHWAM MUPOBLIX dap-

makonen: EP, USP, JP. Kpowme
CTaHAapPTHbIX XN0p- U 6pPOMOYTU-
NIOBbIX, KOMMNaHua «[aTBawnnep»

paspaboTana Takme KoMnayH/bl:
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Tema HOMeéepa. YKYynopo4Hbieé CUCTeMbl U AJIEMEHTbI

«(DapmaLieBTIYeCKas 0TPacb», CeHT0Pb No 4 (45) 2014

e FM 457 - ny4ywun 13 cyuie-
CTBYIOWNX B MWUPE CBEPXYMU-
CTblM KOMNayHA Ons npo6oK U
KOMMOHEHTOB OAHOPa30BbIX
wnpuueB. Ero gononHuTenb-
HbIMW MpeumMylLecTBaMmu 9BNS-
IOTCA MNpeKpacHoe coxpaHe-
HWe KayecTBa BO BpeMms cTe-
punusaunu nocpescTBOM ram-
Ma-06Jly4eHUa U O4YeHb BbICO-
Kasi COBMECTMMOCTb C BOAOW
ONS UHBEKLUN.

e FM 460 - yHMKanbHbIK KOMNa-
YHA C HauMeHblWM cojepxa-
HMEeM Bflarn U Hauiy4wen ocy-
lWaemocTbto. Mcnonb3yetcqa B
npoueccax nMobunnsaunu.

e FM 27 - cneuuvalbHbil KOM-
nayHa ans HakOHEeYHUKOB WU
M HaAaKOHEYHWKOB npejHanos-
HEeHHbIX wWnpuues. Paspabo-
TaH AN MCNOJSib30BaHWUA MpwU
rasoBon ctepunnsanuu.

e HuTtpunoBbi# pPE3UHOBbLIN
KOMNayHpA - HOBbIA KoMMa-
YHA 419 NPOAYKTOB, cofdepiKa-
WKUX MUHepanbHble U pacTu-
TellbHble Macfia U He JonycKa-
loWnm «pasdbyxaHnsg» NPo6KHU.
«OMHUbneKe» — 370 abcontoT-

HO MHEPTHOE U TMOKOEe NOKpPbITHE

M3 GTOpMpPOBAHHOIO nonmmepa

ana dapMmaueBTUYECKUX PE3UHO-

BbIX W3[Eenun, KOTOpPOe MOJIHO-

CTbi0 MOKpbIBaeT BCK MOBEPX-

HOCTb uM3Jenua. XuMuyeckas

MHEPTHOCTb GTOPMUPOBAHHOIO MNO-

nnMmepa ob6ecnevymBaeT OYEHb
BbICOKYIO CTEMEHb COYETAaEMOCTH
YKYNOpKK ¢ dapMaLeBTUYECKUMHU
M OBUOTEXHONOTMYECKUMUN NPOAYK-
Tamu 6narogaps MpaKTUYECKH
NOSTHOMY OTCYTCTBUIO XUMMUYECKO-
ro B3aMMOAENCTBUA MeXAy Ma-
TepuanoM YKYNOpKKM W neKap-
CTBEHHbIM MpenapaTom.

YnakoBka:

«[oTOBbBIE K CTEpPUAMU3ALUNY MU
«[0TOBBIE K MCMOJIb30BAHUIOY
Komnanuga «[aTtBannep» MOXeT
NOCTaBASATb NPOAYKLMIO B YNAKOB-
ke Kateropun RFS («[oTOBble K
cTepunanMsaunm») WUAM KaTeropuu
RTU («[oToBble K uUcCnNonb3oBa-
HUIO»). B 060MX cnyyasix B TEXHO-
JNIOTMYECKUX npoueccax MNpoayK-
UMa noaBepraeTcd MbITblO «0OYU-
leHHoOW BOAOM» M 3aTeM onona-
CKMBAHWIO «BOAOM AN WHBEK-
unn». «foToBYIO K cTepunmsaummn»
NPOAYKLMIO yNaKoBbIBalOT B chne-
LManbHble NakeTbl AN aBTOKNa-
BMpoBaHUA. OCHOBHbIM e€e 40CTO-
MHCTBOM AIBASETCA TO, YTO KIMEH-
Tam dupmbl «[latBannep» HeT He-
06X0AMMOCTM MbITb M Nepeynako-
BbiBaTb YKYMOpPOYHblEe cpeacTBa
nepejn ux ctepunn3almnen B aBTo-
KnaBe. 3T0 cNoco6CTBYET 3KOHO-
MWW BPEMEHU WU  AEHEXHbIX
cpeacte. CneayouwmMn war B 3ToM
HanpaBfeHWW — yrnakKoOBKa KaTe-
ropun «[0OTOBble K WCMNONb30Ba-

HWIO», MPU KOTOPOWM NocTaBnseTcsH
NPoAYyKUKUSA, NOABEPIHYTasa CTepH-
nu3aunnM ramma-usnyvyeHuem. Ee
MO}HO MCMNONb30BaTb HEMEAEH-
HO MOCNe BCKPbITUS YNaKOBKW B
«4UCTOM» MoOMellleHnn 6e3 npea-
BapuTenbHom o6paboTku. [lpo-
Lecc ynakoBKW MPOAyKLMKW KaTe-
ropuu «[oTOBble K CTEPUIN3ALNU»
M Kateropun «[0TOBble K MCMNONb-
30BaHWO» BannamMpoBaH B COOT-
BETCTBUU ¢ TpeboBaHuamu GMP.

Konnauku

KpomMe pe3nHOBbIX YKYMOPOYHbIX
M3[eNnn, Ha 3aBojax KOMMaHuM
«JatBannep» nNpou3BoadaATcS anio-
MWUHUEBbIE 1 aloMO-NMJacTUKO-
Bble€ KOJINa4KKU BCEX CTAHAAPTHbIX
TunopasmepoB. bonbwon BbIGOP
LBETOB aJlloMUHUEBON GONbIHU,
NNacTUKOBbLIX KpblWEK K Konnay-
KaM u 6onbluoe pa3Hoob6pasue
MoJenen B COBOKYMHOCTU C BbICO-
YanWwuMM KayeCcTBOM AaHHOW Mpo-
OYKUMKM penatoT KomnaHuto «[at-
Bannep» O4HUM U3 NTMLEPOB MUPO-
BOrO pPblHKa M B 3TOM 061acTy.

Ha npoTsxeHunu nodtn 20 net
KomnaHusa «[latBannep» (paHee —
«Xenset ¢dapma») TECHO COTPYAHMU-
4YaeT C POCCUNCKON GUPMON «IpekK-
ToH». 00O «3JpeKToH» aBAAETCH
€MHCTBEHHbIM NpeacTaBUTENIEM U
3KCKJIIO3MBHbLIM AUCTPUOBLIOTOPOM
NPOAYKUMU KoMNaHuu «[laTtBam-
nep» B Poccuu, benapycu n Kazax-
CTaHe. 3To NnoAoTBOPHOE COTPYA-
HMYyecTBO obecneymBaeT ycnex
Bcex dapmaLeBTUYECKUX npea-
NPUATUIA, UCMONb3YIOWMUX YHUKaNb-
HYIO MNPOAyKLMIO NPOM3BOACTBA
KoMnaHun «Jateannep». O

1) 000 “3PEKTOH”

KoHTaKkTHas uHpopmauums:

OKCKJ/II03UBHbIN AUCTPUGBLIOTOP
NPOAYKLUUM KOoMNaHuu «[laTBannep»
B Poccun, benapycu u KazaxcraHne —
000 «3peKTOoH»

MocKoBcKuii opuc:
P®, 125080, r. MockBa,
yn. CypukoBa, 24.
Ten: +7 (499) 198-23-42,
+7 (499) 158-63-18,
+7 (499) 158-89-69;
daKe: +7 (499) 198-75-84.
info@erecton.ru
www.erecton.ru ®
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& : amart

BbiTb yMHbIM!

BHiTh YMELIM COMASAET

MNoHumaH1e PrEanbH BE
noTpebHoCTeN

KauecTeo No NpagunbBHOR
LeHe

HNocTynHbE TEXHORGIMA

MNoceTWTe Hall CTeHA Ha BLICTaBHE

() PHARM! oo 2014

PROM

Core

Exclusive

MponssogcrsooTr Ao A

Mosticems afdesmapEocTh Baen e

BrcokonpowasoguTensHoe
obopyaopaHue

TexHONOMAW BHCOKOro
YPOBHA

MaxcumanoHan
YHUE2PCANEHOCTE

IKCKN3INBHOCTD

Monkan oTmaya Comas:

WaroToBneHWe Noj 3akas

MoncK NyJwero peweHna

MNogaepHka 3aKa3YMKoR

COMAS s.r.l.

Odpuc B LlewTpansHoi ¥ BocTouwoid Espone

14 - 16 outabpa 2014, Kues, YxpauHa

np-1T Ak, NanhanuKa, 44, od. 105
Ten,: +380 44 433 61 27
E-mail: office@comas.com.ua



