Kpac®apma

¢ 1959 roaa HACHOPT YCAYI'U (HPOUECCA) ITAO «Kpacpapma»

BOCCTAHOBJIEHUE (ITEPEO®OPMJIEHUE) PAHEE BbIJIAHHBIX TOKYMEHTOB
O TEXHOJIOTHYECKOM INPUCOEJUHEHUWHA JINBO BBIJAYA HOBBIX TOKYMEHTOB O TEXHOJTOI'MYECKOM
IPUCOEJAHEHUHA ITPU HEBO3MOXHOCTHU BOCCTAHOBJIEHUS PAHEE BBIJJAHHBIX TEXHUYECKHUX YCJIOBUI

KPYT 3ASABUTEJIEM: dusnueckoe NHIO, MHIUBUIYATLHEI MpeINPHHAMATENb WIH IOPUANYECKOE JIUIO, BIIACIONIEE IEKTPOYCTAHOBKAMH
(PHEpPronpUHUMAIOIIUMHU YCTPONUCTBAMHU, OOBEKTAMH 10 IPOM3BOJCTBY JJIEKTPUUYECKON BSHEpPruu, OOBEKTaMM 3JIEKTPOCETEBOIO XO3SICTBA,
MPUHA/UIEKAIIUX CETeBbIM OpraHu3alysM U HUHBIM JIMIIaM), HMeEollee JAEHCTBYIOIIUN J0roBOp OO0 OCYIIECTBICHUHU TEXHOJIOTHYECKOTO
MpUCOEANHEHUs, (nangee - 3asBUTENb) €CJIM €CTh HEOOXOIMMOCTh BOCCTAHOBJIICHHS (mepeodOpMIICHHS) paHee BBIJAHHBIX JOKYMEHTOB
0 TEXHOJIOTHYECKOM IPHUCOEANHEHNU.
PA3BMEP IIVIATHI 3A ITIPEJOCTABJIEHUE YCJIYI'U (ITPOUECCA) U OCHOBAHMUE EE B3UMAHUS: B cOOTBETCTBUU C TyHKTOM
79 IlpaBui1 TEXHOIOTUUYECKOTO MPUCOSTMHEHHS YPHEPTONMPUHUMAIOIIUX YCTPOUCTB OTpeOuTENeH dekTpudeckoit sueprun He 6osee 1 000 pyo.
Bbijaua HOBBIX TEXHHYECKHX YCIOBUN B paMKax JEHCTBYIOLIEro JOTOBOpa 3asBUTENSAM - (DPU3UYECKUM JIHMIAM OCYIIECTBIIAETCS 0€3 B3UMaHH
JOTIOJTHATEIBHOM IUIAThI B CIIY4asiX, YKa3aHHBIX B ITyHKTE 27 [IpaBui TEXHOIOIrHYECKOTO IPUCOETUHEHNS.
YCJIOBUSA OKA3BAHUS YCIOYT'U (ITPOUECCA): 3asBuTENb BIIpaBe 00paTUTHCS B CETEBYIO OPraHU3AIMIO JTUYHO WK Yepe3 MPeCTaBUTENs
C 3asiBJIEHUEM O nepeohOpMICHUN JOKYMEHTOB B CIEAYIOIINX CIyqasX:
a) BOCCTAHOBJICHUE YTPAYCHHBIX TOKYMEHTOB O TEXHOJIOTUYECKOM MPUCOETUHEHHH;
0) mepeodopMIIeHHE NTOKYMEHTOB O TEXHOJOTHYECKOM IMPHUCOEIUHEHHU C IIeNIbI0 yKa3aHUs B HUX HMH(OpPMalMH O MaKCUMaJIbHON MOIIHOCTH
SHEPrONPUHUMAIOIINUX YCTPOICTB;
B) nepeodopmiieHne JOKYMEHTOB O TEXHOJIOTHYECKOM MPUCOEIUHEHUN B CBA3M CO CMEHOM COOCTBEHHUKA MM MHOTO 3aKOHHOTO BIIaJieliblia paHee
MIPUCOEANHEHHBIX SHEPrONPUHUMAIOIINX YCTPOUCTB;
I') HACTYIUICHHE HHBIX OOCTOSITEIbCTB, TPEOYIOIIMX BHECEHHS HW3MEHEHUH B JOKYMEHTBHI O TEXHOJOTMYECKOM MPUCOEIWHEHUH, B TOM 4YHCIIE
CBSI3aHHBIX C OIIOCPEIOBAHHBIM TEXHOJIOTHYECKUM MPUCOECIUHEHUEM SHEPTOPUHUMAIOIINUX YCTPOUCTB.
PE3YJIBTAT OKA3AHUSA YCJIYI' (ITPOLECCA): Bpi1aya 3asiBUTENIO CIEIYIOIMINX JOKYMEHTOB O TEXHOJIOTMYECKOM IIPUCOECTUHEHUN:
- NyOIUKaThl TEXHUYECKUX YCIOBUN MOMJIEKAT BbIAaYe B CiIydae, €CJIM K 3asBICHUIO MPUIIOKEHBI (MMEIOTCS y CETeBOM OpraHu3aluu
WK cyOBbeKTa OTIepaTUBHO-IUCIIETUEPCKOTO YIIPABIICHUS) paHee BbIJaHHbIE TEXHUYECKUE YCIOBUS, U B HUX HE BHOCATCS U3MEHEHU):
- NyOIHUKaThl paHee BBIAAHHBIX TEXHUYECKUX YCIOBU;
- DyOJMKAT aKTa O BBIMIOJIHEHUH 3asiBUTEIEM TEXHHUUECKUX YCIOBUM;
B cnydae oOpaiieHust B CETEBYIO OpraHM3alMIO0 B CBSA3M CO CMEHOM COOCTBEHHHMKA (3aKOHHOTO BJIa/IeNblia) SHEProNpUHUMAIOIIMX YCTPOMCTB,
B CBS3M C U3MEHEHHMEM YCIOBUN TEXHOJOIMYECKOTO MPHUCOETUHEHUS WM B CBA3HM C HACTYIJICHMEM HMHBIX 00CTOSTEIBCTB, TPEOYIOIINX BHECEHUS
WU3MEHEHHUH B JOKYMEHTBI O TEXHOJIOTUYECKOM NTPUCOEANHEHNH:

- HOBBIE TEXHUYECKUE YCIOBUS C BHECCHHBIMU B HUX U3MEHEHUSIMU;



- HOBBIHM aKT O BBIOJHEHUHU 3asIBUTEJIEM TEXHUUECKUX YCIOBHUM C BHECEHHBIMU B HEIO U3MEHEHUSIMU;

- HOBBIM aKT O TEXHOJIOTUYECKOM MPUCOEIUHEHNUH;

- HOBBIU aKT COTJIACOBAHMSI TEXHOJIOTUYCCKOW U (VWJIM) aBapuUitHOW OpOHH.

OBIIUIA CPOK OKA3AHUS YCJIYTH (ITPOLECCA):

- B clydae, Korja K 3asBJICHHUIO NPUJIOKEHbl KONUS paHEee BBbIJAHHBIX TEXHUYECKHX YCIOBUN (WJIM HMMEETCS y CETeBOM OpraHu3aluu
Wi CyOBbeKTa OINEpPaTHBHO-AWCIETYEPCKOTO YIPABICHHUS) ¥ JAOKYMEHTHI, IOATBEPKIAOMUE (AKT TEXHOJOTUYECKOTO IPHCOCTUHECHUS
SHEPTONPUHUMAIOIINX YCTPOHUCTB K JJIEKTPHUECKUM CETAM - MPEAeNbHBIA CPOK BBIIAYM TyOJIMKaTOB TEXHMYECKHX YCIOBUW WM HOBBIX
TEXHUYECKUX YCIIOBHH COCTABIISICT 7 JHEH CO JHS MOJyYECHHUs 3asBJICHUS O BOCCTAHOBICHHUH (TIepe0(OPMIICHUH) TOKYMEHTOB O TEXHOJIOTUIECKOM
MIPUCOETUHEHNH;

- B cllyyae, KOT/ia K 3asBJICHUIO MPUJIOKEHA KOMHS paHee BbIJAHHBIX TEXHUUECKUX YCIOBUMN (MMEETCsl y CETEBOW OpraHu3alluu Wik CyObeKTa
OTepaTUBHO-TUCIIETUEPCKOTO YIPABIEHHS ), HO OTCYTCTBYIOT KaKue-1100 JTOKYMEHTHI, IOATBEPKAatoIKe (PaKT TEXHOIOIMUYECKOTO IPUCOEINHEHUS
SHEProNPUHUMAIONINX YCTPOWCTB K DJIEKTPUUECKMM CETSM - MpEeAENbHBIM CPOK BBIJAUM 3asABUTENI0 HOBOTO aKTa O TEXHOJOTHYECKOM
MIPUCOEIMHEHNH HE MOXET IpeBbImath 15 nueit (30 qHell — ecnu paHee BbIIaHHBIE TEXHUUECKUE YCIOBUS MOJUIEKAIN COTTIACOBAHUIO C CYOBEKTOM
OTepaTUBHO-TUCIIETUEPCKOTO YIPABICHUS) CO JHS IMPEACTaBICHHUS B CETEBYIO opraHu3anuio 3aseieHus (myHKT 70 IlpaBui TeXHOJIOTMYECKOTO
MIPUCOETUHEHMUS);

- NS CciydaeB, KOrja y 3asBHUTeNs (CEeTeBOM OpraHu3aluy, CyObeKTa OINEepaTHBHO-IUCIETYEPCKOTO YIPaBJIEHHs) OTCYTCTBYIOT paHee
BBIJJAHHBIE TEXHUYECKHE YCIOBUS W JOKYMEHTHI, MNOJATBEp)KIArOIIMe (AKT TEXHOJOTHYECKOTO MPHUCOEAUHEHHSI K DIEKTPUUECKHUM CEeTSM,
MpelelbHBId  CPOK BBbIJAYM 3asBUTENI0O HOBBIX JOKYMEHTOB O TEXHOJOIMYECKOM MPUCOEAMHEHUH HE MOXeT mpeBplmaTh 10 mgHEH
(25 nHeit — ecnu paHee BBIJaHHBIC TCXHUYCCKUE YCIOBHS IIOJUICKAIN COTJIACOBAHHIO C CYOBEKTOM OIEPaTHBHO-AMCIIETYEPCKOTO YIIPABICHUS)
CO JIHsI IIPEJCTABICHUS B CETEBYIO OpraHU3aIuIo 3asBiaeHus (MyHKT 71 [IpaBui1 TEXHOJIOIMUECKOTO NPUCOETUHEHNU).

COCTAB, IOCJIEAOBATEJIbBHOCTb U CPOKHU OKA3AHUSA YCJIYI'U (ITPOLECCA):
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TTonaua 3asBKu Ha OOCTOSTENBCTBA, 1.1. 3asgBurens nomaer | Ounoe obpamenue 3assurens (Ot 7 mo 30 mHEMH. MynxTer 27, 70, 71 TIpaBun

BOCCTaHOBJICHUE TpeOyrolie BHECEHHs | 3asBKy Ha BOCCTAHOBJIEHHE | C334BKOM TEXHOJIOTUYECKOT O

(nmepeodopmieHus) | U3MEHEHHUH (mepeodopmiieHue) B I1AO «Kpacg)apma», NPHUCOEIUHEHNUS]

JIOKYMEHTOB B JIOKYMEHTHI | TOKyMEHTOB TIMCBMCHHOC ODPAIICHHC € SHEPTOMPUHIMAIOIIHX
3asBKOHM 3aKa3HbIM ITHCbMOM v oy

O TEXHOJIOTHYECKOM | O  TEXHOJOTHYECKOM | O TEXHONOTHHYECKOM | v oo YCTPOUCTB MOTpeduTeneit

[PHCOCAUHCHUH. [PHCOCTUHCHIUH. [PHCOCIMHCHHUH. ’ 3JIEKTPHYECKOM SHEPTHH ™.

1160 3asBKa 10 DIEKTPOHHOM
¢dopme Ha — E-mail:
s_ref@kraspharma.ru.
DJeKTpOoHHAs 3asBKa B
nnuHOM Kabunete [TAO
«Kpachapma

! IlpaBuna TeXHONOTMYECKOTO IIPHCOEIMHEHUS >HEPrONPUHUMAIONIMX YCTPOMCTB MOTpeOMTENel 3IeKTpHUECKON JHEPrud, OOBEKTOB IO
MIPOU3BOJICTBY JIEKTPUUYECKON SHEPIUH, a TAKKE OOBEKTOB JIEKTPOCETEBOTO X0O3SIMCTBA, MPUHAIICKAIIMX CETEBBIM OPraHU3alUsiM U UHBIM JIMIIaM,
K JIEKTPUYECKUM CETSIM, YTBEPXKACHHbIE TIocTaHoBIIeHUEM [IpaBurenscTBa Poccuiickoit denepanum ot 27.12.2004 Ne861
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[Ipu otcyrcTBUN 3 pabounx mHEH TIOCTEe I[Myaxr 60-64, 67 IlpaBun
CBEACHHI TONTyYEHHS 3asIBKH. TEXHOJOTHYECKOTO
U TOKYMEHTOB, TPUCOCTUHEHHSL.
YCTAHOBJICHHBIX
3aKOHOJATEIHCTBOM.
VYcranopnenue B cnyuae orcyrerBus | Ilomck MatepuanioB o paHee Crioco0oM, MO3BOJISIFOIIUM | 2 pabOYMX JHS CO JTHS [TyHkT 66 [IpaBun
(baxra HaTHYIHSA y 3asIBUTENS paHee COCTOSIBILIEMCSI MOATBEPIUTH HaKT MpeICTaBICHUSI TEXHOJIOTUYECKOT0
HaJUIeKAIIEro BBIJJAHHBIX MPUCOCANHEHUH B apXUBE MOTYYCHUSI. 3asBJICHHUS TPUCOSTUHEHHUS
TEXHOJIOTUYECKOT0 TEXHUYECKUX CEeTEeBOW OpraHHU3alHH, B CETEBYIO SHEPTOMPUHUMAIOIITIX
MPUCOSTUHEHUS YCIIOBHUSIX H HarpaBJIeHUE CETEBOI OpraHM3aIHIo. YCTPOWCTB norpeourenei
AJIEKTPOYCTAHOBKH JIOKyMEHTOB, opraHuzaiueil cyobekTy AIIEKTPUYECKON SHEPTHH.
3asBUTEIISI TIOATBEPKIAIOIIIE OIepaTHBHO-TUCTIETYEPCKOTO
K DJICKTPUUYECKUM ¢axr yIIpaBJICHUs 3a1rpoca
CeTsIM CETEBOM TEXHOJIOTUIECKOT0 0 TIPEZOCTABICHUHU KOTIH
OpraHU3alHUH. PUCOCTHEHHSI. TEXHUYECKUX YCIIOBHH.
[Noaroroska B cnyuae orcyrerBus | 3.1. Ocmotp - [MTynkT 72 [paBun
JyOJIMKAaTOB y 3asBUTEINS paHee SHEProNPUHUMAIOIIIX TEXHOJIOTUYECKOT0
JIOKYyMEHTOB BBIJJAHHBIX YCTPOWCTB 3asiBUTEJIS MPUCOESTUHEHHS
O TEXHOJIOTMYECKOM | TEXHHMYECKHMX YCIOBHHA | C  LENbI0  ONpeleleHus SHEPrONPUHUMAOIIHX
MIPUCOETUHEHUH Y JIOKYMEHTOB, (dakTryeckon CXEMBbI YCTPOWCTB norpeourenei
WU HOBBIX | MOATBEPIKAAOIINX MPUCOCTMHEHHUS AIIEKTPUUYECKOI SHEPTHH.
JIOKYMEHTOB ¢baxr SHEProNpUHUMAIOIINX
0 TEXHOJIOTUYECKOM | TEXHOJOTHYECKOro YCTPOWCTB
MIPUCOETUHECHHH. MIPUCOETUHEHHUSI. K  DJIEKTPUYECKUM  CETAM

CETEBOM OpraHU3aluu.

3.2. IloaroTroBka IyOJIMKAaTOB
JIOKyMEHTOB

o TEXHOJIOTHYECKOM
MIPUCOSTUHEHUN

WIA  HOBBIX  JIOKyMEHTOB
0 TEXHOJIOTHYECKOM
MIPUCOSTUHEHUN

WIH COOOIIEHNE 3aIBUTEIIO
00 OTCYTCTBHH HaJJICKAIIETO
TEXHOJIOTTYECKOTO
MIPUCOSTUHECHHS

€ro AIEKTPOYCTAHOBKH.

B nucemenHoit popme

Crroco00M, ITO3BOJISIIOIINM
MOATBEPIUTH (PaKT
MOJTY4CHHUS.

[TyHkT 72
TEXHOJIOTUYECKOTO
NPUCOSIUHEHNS
9HEPTONPUHUMAIOIINX
YCTPOWCTB norpeourenei
3JIEKTPUYECKOM SHEPTUU.

IIpaBun

B ciyuae ecnu panee
BbI/ITaHHBIC
TEXHUYECKHE yCIOBUS
TIOUTEXKAIN

3.3 HampaBnenue
3asIBIICHUS u
JOKYMEHTOB

0 TEXHOJIOTUYECKOM

KOITnH
HOBBIX

Croco00oM, O3BOJISIOIIIM
MOATBEPANTH (PaKT
TIOTYYCHUS.

— 2 pabouux OHA C IaTHI
TIOTYYCHUS 3asBICHAS —
B OTHOIIICHHH CMEXKHBIX
CETEBBIX OPraHU3aLN U

I[Myaxr 58, 68
TEXHOJIOTHYECKOT 0
MPUCOETMHEHHS
SHEProNPUHAMAIOIINX

IIpaBun




COMTaCOBAHHUIO
C CyOBEKTOM
OIEpaTHBHO-
JIMCTIETYEPCKOr0
YIIPaBJICHHUSI.

TIPUCOETUHEHUN

(ux nyOnukatoB) CYOBEKTY
OIepaTHBHO-TUCTIETYEPCKOTO
yIIpaBJICHUS.

BJIaJIEJIbIIEB OOBEKTOB
IO IPOU3BOJCTBY
3JEKTPUUYECKON IHEPTUU
— 2 pabouux JHs 1pu
BOCCTaHOBJIEHUH
yTpadyeHHBIX
JIOKYMEHTOB

o TII;

— JUISL OCTaJIbHBIX
CllydaeB HOpMaTHBHBII
CPOK HaIlpaBJIEHUA
JIOKYMEHTOB
CHCTEMHOMY OIlepaTopy
HE YCTaHOBJICH.

YCTpOMCTB notpeouTenei
3JIEKTPUUYECKON SHEPTUHU.

B ciyuae ecnu panee
BBIIAHHBIC
TEXHUYECKHE YCIOBUS
HOJUIEKaIH
COTJIACOBAHMUIO C
CcyOBbeKTOM
OIlepaTHUBHO-
JHCTIETYEPCKOr0
yIIpaBJICHUS

IIPY U3MEHEHUN
TEXHUYECKHUX YCIOBHU
WY YaCTUYHOM

3.4
JOKYMEHTOB
0 TEXHOJIOTUYECKOM
IPHCOSTUHEHUH

C CYOBEKTOM OINEpaTHBHO-
JHCTIETYEPCKOr0

yIIpaBJICHUS.

CornacoBaHue

25 nHel ¢ gaTel
oOpaineHus
MOTpEOUTENS.

[MTynkT 58 [paBun
TEXHOJIOTUYECKOT0
HPUCOSIUHEHNS]
9HEPTONPUHUMAIOIINX
YCTPOMCTB norpeourenei

ANEKTPUYECKON SHEPTHH.

OTCTYIUICHUH.
3.5. HanpaBnenne  (Boigaua | [TucemeHHas ¢dopma | B cpoxkwu, ykazaHHbIe B [MynkT 70-72 [MpaBun
IPA  OYHOM  IOCEIICHHH) | JOKYMEHTOB, OOIweM CpoKe OKa3aHHS | TEXHOJIOIHYECKOro
ceTeBor OpraHu3alyeil | MONNHCAHHBIX yeryru (mpouecca). NPUCOSIUHEHNS
3asBUTEIIIO JOKYMEHTOB | CO  CTOPOHBI  CETEeBOM 9HEPrONPHHUMATOIINX
0 TEXHOJIOTMYECKOM | OpraHu3aluu, YCTpPOMCTB norpeodurenei
MIPUCOCTUHEHHH. HAIPaBIETCS  CIIOCOOOM, JNIEKTPUIECKOH YHEPTUH.
TIO3BOJIAOIIUM
MOATBEPIUTH ¢dakt
MOTyYeHHs,
WY BBIJa4a 3asiBUTEIIO.
Ecnn 3.6 Beimaua gyOnwmkaroB | [IuceMeHHas Gpopma He nosmuee 7 nueir co | ITyHkT 74 IIpasun
TEXHOJIOTHIECKOe panee 0(hOPMIICHHBIX | IOKYMEHTOB, JTHS MOJIYYCHHS | TEXHOJIOTHIECKOT0
MIPUCOETUHEHHE JIOKyMEHTOB TIOZTTMCAHHBIX 3asIBIICHUS MPUCOETMHEHHS
COCTOSJIOCH 11OCIIE 0 TEXHOJIOTHYECKOM | CO CTOPOHBI CETEBOI 9HEPrONPHHUMAFOIINX




01.01.2010r. TIPUCOEANHEHUU. OpraHu3aIuH, YCTpOMCTB notpeduTenei
HaIpaBJISIETCS] CIOCOOOM, JJIEKTPUUECKOI SHEPTHH.
TI03BOJISTIOIIIAM
TIOATBEPINUTH (PaKT
TIOJTYYeHHS,
WY BBlAa4a 3asBUTEIIO.
3.7 Ilonmucanue 3asBureneM | CriocoOoM, MO3BONSIOMUM | 3 mAHS co JqHS monydeHus | [TyHkT 78 IIpaBun
JIOKyMEHTOB TIOATBEPINUTH (PaKT 3asiBUTEIIEM TEXHOJIOTUYECKOT0
0 TEXHOJIOTUYECKOM | TTOTY4EHHS. JIOKyMEHTOB. MPUCOETUHEHHS
NPUCOETUHEHHN SHEPrONPUHUMAFOIIHX
u HarpaBJIeHHe YCTPOICTB norpeourenei
(mpencraBnienne B [IAO ANEKTPUUYECKON SHEPTHH.
«Kpachapmay) OJTHOTO
IK3EMILIIpa CeTeBOM
OpTaHU3aIHH.

KOHTAKTHASI HTHOOPMALINS JIJISI HAITIPABJIEHUSI OGPAIIIEHUWN:

Howmep tenedona [TAO «Kpachapmar: (391) 204-14-64

Anpec anexkrponnoii moutel ITAO «Kpacdapmar: s_ref@kraspharma.ru

Anpec [TAO «Kpachapman: 660042, PO Kpacnosipckuii kpaii, r.Kpacnosipck, CBepanoBckuii paiios, yi. 60 net Okts0psi, 31.2
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