[Tpu nmogaue 3asiBKM Ha CTaHAAPTHOE JEKIApHpOBaHUE (II€PBOHAYAIBHBIM BUJ JEKIapUPOBAHUS
10 BHeceHHbIX m3MeHeHui oT 06.07.2020 r.) cuctema Takke TpeOyeT MPUKPEIICHHS K 3asiBKE
ceprudukara coorBerctBus npousBoaurenss GMP wmu (EN) 1ISO 13485 cranmapram u BeiOOpa
uxX u3 0a3pl cepTU(PUKATOB B COOTBETCTBUU C mml. 2 u 3 m. 13 IlpaBun mpoBeieHHs OLICHKU
Oe3omacHOCTH M KadectBa. B manHom ciiydae Bel HE cmoskere camocTOsITENBHO I00aBUTH
JJaHHBIE 10 cepTU(UKaTaM B 3asBKY.

B cBs3um ¢ BbIIIEyKa3aHHBIM, HACTOSITENLHO pEKOMEHAyeM Bam mpu Haluyum BCeX
HEOOXOJUMBIX IOKYMEHTOB 110 T1. 15-2 [IpaBuit mpoBeieH s OIEHKH 0€301MacCHOCTH M KauyecTBa U
OTCYTCTBUSl WHBIX TPUYHH, MPEMATCTBYIOUIMX IPOXO0XICHUIO 3asBKH 10 yckopeHHOH OBK
nyTeM JIEKJIapUPOBAHMS, CO3/IaBaTh MPHJIOKEHHUS 110 HOBOBBEICHHOH (QYHKIIMU — TIO
YCKOPEHHOMY JiekiapupoBanuio. [Ipu co3panum 3asBku 1o nanHoMy Buay Ha [lopTtaie, B cirydae
eciu 3asBiasieMbiii ceprudukar (GMP, (EN) ISO 13485 wmu 1SO 9001) otcyrcTByeT B Oase
cepTu(UKaTOB, BBl CMOXETE CaMOCTOSTEILHO BBECTH JIAHHBIC IO CepTU(HKATY CIETYIOUTUM
o0OpazoM:

1. HaxumaeTe Ha KHoMKy «[JobaBuTb cepTuduKaT»

AAHHEE N NPANZHREHA &
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Saserens fAlaHHble no cepTudurkaTy

Aper2IAEMTENR Hannuwe cepTudinkaTa
BaHROECKME [EREHZATES

Hannue
noEpTHgHKATY

Aa

Ne Homep Tan CTpana Bagadn Cpok Hadana Cpok Hammenosanme Opran topranwzayun}
cepThimKaTa cepTHMKaTa cepThfKaTa AsRCTRMA Tens Bhlfa4 i CERTHEKITE
AsRCTERA

ApBaEnTe cepTAdMEaT

2. Bb6uBaeTe gaHHble No cepTudUKaty (Tun, Homep)

OTNPaEXUTE

Tun Hozuep
- ThcenE:
CEATHGNNATE CEpTHGMET Homep ceprndukara

He Homep Tuan CTpaHa Baigaqn Cpok Havana CpoK oKOHYaHMA Hanmenoaanne Oprad {opraHuzaunal Bagaqdn
CRpTAENKATE CRpTAENKATE CEpTHfNKATE AedcTans AedCTERA NpONZE0ANTENA LEpTHNHATE

» OTMeEHE

3. Ecau gaHHoro cepTudMKaTa HeT B 6ase, HaxkMmaeTe Ha KHOMKY «He HaligeHo?»



OTNRAEXTE

Tan

CEATHEMKATA GMP

He Howmep Tun
CEpTAMAKATE CEpTAIMKATA

Hauep

T CERTHEMEITS test

Hawmenosanuwe
NpoW3BOANTENA

CTpaHa seigayn
CEpTAfMKATA

CpoK Hauana
ABWCTBHA

CRoK DHOHYEH WA
AEACTBHA

OpraH {opraHn3ayual Belgaqm
CEpTHiMKATA

» OTMEHE

4. 3anosiHseTe gaHHble No cepTUdUKaTy BPYUHYIO M HarKUMaeTe Ha KHOMKY «Jo6aButb»

OTNpaEMTE

Tun Howep

CERTHEAEITI GMP T LEATHEHEATI test

Ne Homep Tuan CTRaHa BEIAIYM Cpok Havana CpHHK D HOHY3H WA HaumeHoBaHAE

CepTA{MKaTa CepTAfMKaTa CepTAfMKaTa AedCTBMA AedcTenA N[HHAZBOAATENA

Houep Tvn

CERTHGMEITI test LEATHEMEATI GhP

Crpana

BEAIum T

CEQTHENEATE

Cpok H3wana Cpax

AENTTENA LTy B EEEHUIHMA a0, MK TTrr
AEWITEMA

HavuwEHEZEIHHE Opran

NPEHEEGAATERA HaWMeEHOBAHME NPOKMIEOAMTENA [GAraHAEILHA] Oprad {opraHK3aymal esgadu
EEg3um cepTHpMKaTa
CEATHEMNATS

Oprad opraHnzaunal Belgaqn
CEFTAfA KaTa

* OTweHa
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