ACCOIMALIA MHXXEHEPOB

AC I/IHKOM 10 KOHTPOJTIO

MHKPO3AT'PSI3HEHUI
Ob61mepoccuiickast 0011eCTBEHHAS] OPraHU3alHs

127299, r. MockBa, yi. Kocmonasta Boakosa, a. 10, ctp. 1, opuc 507
Tea. (495) 777-72-31; mail@asincom.info; www.asincom.info

IIporpamma cemunapa
«OcHoBbl GMP. Texuuka YHCTBIX MOMELICHHI»

24 — 26 nosops 2026 r.
24 nHoaopsa, 6mopHuUK

08.45-09.00 Pecucmpayus yuacmuuxoe cemunapa

09.00-10.30  OcuoBel GMP ®denotoB Anekcanap EBrenbeBud,
[Tpasuna GMP EADC. HoBsle pa3nensl. JTOKT. TeXH. HAYK, IPE3UICHT
®apMalleBTUUYECKask CUCTEMA KayecTBa. ACHHKOM, npeacenarens TK
['omoBoit ananu3 kadecTna. 184 «O0ecneueHue
Oco0eHHOCTH TPOU3BO/ICTBA METUITTHCKIX U3IEIHH. MTPOMBIIIIEHHOW YUCTOTHD)
(Pocctannmapt)

10.30-10.45  Ilepepois

10.45-12.15  Amnanu3 puckoB (OIIMOKU M MPAKTHUECKUHA CMBICIT). ®enotoB A. E.
Joxymenranusi. OCHOBHBIE TpeOOBaHMS, THITOBEIE ()OPMBI

12.15-13.00 Oéeo

13.00-14.30  Hoeasa peoaxuus Ilpunoscenusn 1 x Ilpasumam GMP ®enoros A. E.
EADC u EC (mpousBoactBo crepuibhbix JIC);
Crparerust KOHTPOJIS 3arpsI3HEHH.
PyxoBoactBo FDA «Iloninoma u 0ocmoseprnocmo 0anHvix
u cootBeTcTBHE TpeboBanusiM CGMP».
GMP B npou3BOACTBE CYOCTAHIUI U BCIOMOTATEBHBIX
marepraioB. HopMaTHBHBIC TOKYMEHTBI.
[Tpou3BOJCTBO CTEPHIIBLHBIX JIEKAPCTBEHHBIX CPEICTB.

14.30-14.45  Iepepuvis

14.45-16.15  Hcneitanus (Bamaanus) CTEPHUIU3aTOPOB H JP. ®enotoB A. E.
ArtTecTanus (Baualys) IporeccoB U 000PyA0BaHusI.
[pouieccrl 0UNCTKH 000PYIOBaHUS

25 Hoaopsa, cpeoa

09.00 - 10.30  OCHOBBI TEXHOJOTUH YUCTOTHI. ®enotoB A. E.
Kunaccudukaius uncteix nomemienuit mo FOCT P UCO
14644-1 v npaBunam GMP. TpeGoBaHus K YUCTHIM
MIOMEIICHUSIM B IIPOU3BOJICTBE JICKAPCTBEHHBIX CPEJICTB.
Tpe6oBanusi HoBoro npuiioxenusi 1 kK GMP EAJC.

10.30-10.45  Iepepuvis

10.45-12.15  [IpuHIUIIBI TOCTPOSHHS YACTHIX TTOMEICHUN ®enotoB A. E.
HucThle TOMENIEHNA B 3JIEKTPOHHOU, KOCMUYECKOM,
MUIIEBON MPOMBIIIJICHHOCTH, OOJIBHHIIAX H JP.
T'OCT P 59293 «HuctoTta Bo311yXa B MPOU3BOACTBE
MEIUIMHCKUX H3ICITHIN.

12.15-13.00  Oéeo


http://www.asincom.info/
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KoncTpykiuu 4ucThIX MOMEIICHUI.
MoHTax 4uCcThIX TTOMeNIeHUH. [TpOTOKOJIBI YUCTOTHI

Ilepepuie

CocraB mpoekTa. 3agaHue Ha MPOCKTHPOBAHNE U
TeXHH4YeCcKue ycioBus. Ctannuu pa3paboTKu U
COIJIaCOBaHHUE MPOCKTOB.

TexHonoruueckuit pa3jiena — OCHOBA MPOEKTA.
IlepexpecTHbIe 3arpA3HEHNS U IIEPEIYTHIBAHNE MaTEPHAIIOB
Y TIPOAYKIIUH. MEeTO/IbI IPE0TBPAICHUSI.

[Tpon3BOACTBO BBICOKOAKTHBHBIX U TOKCHYHBIX MTPEIIApaTOB

Ilepepuis

Aynautsl mpon3BoAcTB. Atrtectanus npoekros (DQ).
IIpakTraeckue mpuMepsl. TUMHYHBIE OMTHOKH TIPH
npoekTupoBaHun. OCOOCHHOCTH TPOSKTHPOBAHUS
MPOM3BOCTB B PA3IMYHBIX OTPACIAX

26 HoAOpAa, uemeepe

Merto/1bl NOJIy4eHUS BOJbI OUUILIEHHOU, 11 UHBEKIUH

U J€MOHU30BaHHOU. Pacnipenenenue u XxpaHeHUE BOJBI.
TI'OCT P 71172-2026 «Iloxy4eHne BOIBI IIsI
(hapMareBTUYECKOrO IPUMEHEHHS MEMOPaHHBIMU
MeTojaMu. TpeOoBaHMS K MOTyYSHHUIO, XPAHCHUIO U
pacnpeneaeHuI0 BOAbl OUUIIEHHOM U BOABI ISl HHBEKLIUMA

Ilepepuie

OUIbTPEI OYMCTKU BO3IyXa.

I'OCT P 71490-2024 «®unbTphl OYUCTKH BO3AyXa OOIIETO
HazHaueHus. OnpeeneHne TeXHUIECKIX XapaKTePUCTUK,
I'OCT P 71176-2023 «BoicokoaddekTuBHBIE PUIABTPHI
ounctku Bo3ayxa EPA, HEPA u ULPA. Yacrts 1.
Knaccudukanms, MeTo 16l HCIIBITAHHUNA, MAPDKHUPOBKAY.
CucTeMbl BEHTHIISIMN ¥ KOHIUIIMOHUPOBAHUSI.

KpartHocTs Bo3gyxoo0Mena. DxoHomus 3Heprun B UIL.

0b6eo

ATTecTanys ¥ KOHTPOJIb YUCTHIX MOMeIIeH!H. CueTunKn
YacTull U APYrue Npuodopsl.

I'OCT P UCO 14644-1-2017 no knaccuuKaIyy YUCThIX
MOMEIIEHUH 1 IPOBEPKE COOTBETCTBHUS KJIACCY YUCTOTHI.
NzokuHeTHueckuii 0T00p Mpood: Koraa OoH HyKeH?

I'OCT P UCO 14644-3-2020 1o WCIBITAaHUSM YUCTBIX
MMOMEIIEHU I

I'OCT P 72074-2025 BricokoaddexTrBHBIE GUIBTPHI
OYHCTKHU Bo31lyxa. KOHTPOIIb IIEOCTHOCTH (DUIBTPOB B
YHCTBIX MOMEIICHUSX 1 000PYI0BaHHH C
HEOJHOHAINPABJICHHBIM TOTOKOM BO3yXa.

Ilepepuie

OKCIUTyaTalus YACTHIX TIOMEIICHUH.

I'OCT P UCO 14644-5-2026 1o skcIutyaTaliui YUCTHIX
NoMelleHui. ['uruexHa u nopeneHue nepcoHania.

YoOopka uncThIX momenennid. Onexaa st 9UCThIX
nomenieHuit. [ToAroToBka TEXHOIOrHYECKOU OEKIbI
[Topsimok mepeoieBanmsi MPU BXOJIE B YHCTHIC TTOMETIICHUS.

®denotoB A. E.

SAxyxuna Bepa /ImutpueBHa,
TJIaBHBIM TEXHOJIOT
000 «YucTtele TEXHOJIOTHN»

Axyxuna B. [I.

Jlomas TatesHa JIconngoBHa,
HcnonHutenbHbIA TUPEKTOP
AO «HIIK «Memnana-punbTp»

denotoB A. E.

denoros A. E.

®denortoB A. E.



