Nudpopmanus 1uis 3assBUTEIeH MOAAIOLIMX perucTpauuodnoe rocbe MU
no npasuiaam EAIC

PT'II na IIXB «HannoHanbHbIM HEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEJNICTB,
MEIUITMHCKUX n3aenuii» KoMutera KOHTPOJIS KadecTBa U OE30MAaCHOCTH TOBApPOB
u ycayr MuHucrepcTBa 3apaBooxpaHeHus PecnyOnmuku Kazaxcran (nmanee -
HID2JIC) oOpamaer BHUMaHWE  3asBUTENEH, IUIAHUPYIOUUMX  [OAady
peructpanuoHHbIX Jocke MU 1o [paBunam EADC crnenyronryo nHbopMaIuio:

OYHKIIMOHUPOBAHUE OOLIEr0 pbhIHKA MEAMIMHCKUX U3Jenuil  Oyjaer
OCYILLECTBIIATBCA B COOTBETCTBUM C COrJallleHWEM O €OWHBIX MPUHLHNAX U
npaBuiax oOpallleHusi JIEKApCTBEHHBIX CpPEIACTB B paMkax EBpasuiickoro
PKOHOMHYECKOTO coro3a oT 23 nekabps 2014 rona.

B mpaBunax peructpaMd M OIKCHEPTU3bl O€30MACHOCTH, KadyecTBa H
apPeKTUBHOCTH MeAUIMHCKUX u3nenuii  Pemienusi coBera  EBpasuiickoit
sKOHOMHUEeCKo Komuccuu Ned6 (mamee — IlpaBmma)  yTBepxknmeHsl IlpaBuia
perucTpanuM M JIKCHEPTU3bl 0e30MacHOCTH, KadecTBa M 3()(HEKTUBHOCTU
MeIUUMHCKUX m3aenud u B Pemenun Kosuternn EBpaszuiickoil 3KOHOMHYECKOU
komuccun OT 30 urons 2017 r. N 78 "O TpeOoBaHUsAX K 3JIEKTPOHHOMY BHUAY
3asBJICHUM M JIOKYMEHTOB PETUCTPALIMOHHOTO JI0ChE, MPEJCTaBIISIEMBbIX MpHU
OCYIIECTBJICHUN PErUCTpAallUd U DKCHEPTH3bl  0€30IacHOCTH, KauecTBa U
3G (HEKTUBHOCTH MEIMIMHCKUX wu3fenuil (manee — TpebGoBaHMs) YTBEpPHKIACHBI
TpeOoBaHUs K PJIEKTPOHHOMY BHUJY 3asBJICHUN U JJOKYMEHTOB PETHUCTPAIIMOHHOTO
JIOCBE .

Hoxymentsl popmupytorcs B XML-dopmaTe B cooTBETCTBUM CO CTaHIapTOM
«Extensible Markup Language (XML) 1.0 (Fifth Edition)» (omyGnukoBan B
MH(OPMAIMOHHO-TEJIEKOMMYHUKAIMOHHON  cetn  «VHTepHeT» 1Mo  ajapecy:
http://www.w3.0rg/TR/REC-xml).

OnucaHue CTPYKTYyp AOKYMEHTOB B JJICKTPOHHOM BHJI€ U MpaBujia HUX
3aroyiHeHus puBeeHsl B Tadimie 10 (R.020).

Corpynaukamu [{O3 HIDJIC npu nonade 1OKyMEHTOB B 3JIEKTPOHHOM BUIE
B (popmate XML ocymiecTB/isieTcs MPOBEPKa HA CJeAYIONIHE NAPAMETPhbI:

l)Hanuune mpaBuiIbHBIX pekBU3UTOB XML nokyMeHTa, oOmucaHHbBIX B
CBEJICHUAX PETHCTPAIIMOHHOTO J0ChE (EDocld, EDocCode,
MedicalProductRegistrationDossierDetails).

2) HaIM4YMe HAMMEHOBAHHE JOKYMEHTA PETHCTPAIIMOHHOTO JIOChE (PEKBU3UT
DocName)

3) HanuuWe HOMepa JOKYMEHTa PETHUCTPAIIMOHHOTO JOChe OOS3aTeIbHBIM,
(pexBusur Docld). O pomkeH ObITh YHHUKAIbHBIM HIACHTH()UKATOPOM U OBITH
HEU3MEHHBIM B JIOCKE JJIs1 ONPEIeTICHUS] BEpCUOHHOCTU JOKYMEHTA.

4) HanMuMe MpU3HAKa TPUHAICKHOCTH JOKYMEHTa K PEruCTPalliOHHOMY
nocke (pexBusut MedicalRegistrationFilelndicator)

5) HanmMuue JTOKYMEHTOB PErMCTPAIlMOHHOTIO Joche B (popmarte «pdf» m ux
KoppekTHoe oTKpbITHE (pekBu3ut MmediaTypeCode).

Ilpumep  hcsdo:DocCopyBinaryText  mediaTypeCode="*.pdf'">  ¢aiin
koouposannwiil cmanoapmom Base64 </hcsdo:DocCopyBinaryText>



http://www.w3.org/TR/REC-xml

6)Hanuue BEPCUOHHOCTHU JIOKYMEHTa (pEeKBHU3UT
hcsdo:Medical AttributeEnumText ¢ ykazanuem atpubyta «AttributeKindName =
«SubmissionSequence»)

Ilpumep  <hcsdo:MedicalAttributeEnumText  AttributeKindName =
«SubmissionSequence»>0000</hcsdo:MedicalAttributeEnumText>

7)Inst mpaBWIBHOM Tepenavyn SJICKTPOHHON KOMWU JOKYMEHTa B COCTaBe
nocke (pexBusut DocCopyBinaryText), nBom4HOE CcOACpKUMOE HEOOXOIMMO
KOJIMPOBaTh C MCIOJIb30BAHUEM cTaHAapTa Base64. J[BoM4HOE COIEpKHUMOE B
JI0OChE YKa3bIBaTh 0€3 CHMBOJIA pa3pblBa CTPOKH, IEPEBOJIA KAPETKHU U TaOyJISIINH.

Pa3mep nokyMeHTa He JOJIKEH IPEeBhIaTh 72 MO 10 KOHBepTaluu B (hopmat
XML, Tak kak pa3zMep OyJeT yBeIMUMBAThCS 10 4/3 OT OpuUTHHANA JOKYMEHTA.
Taxoke 310 cBsizaHo ¢ orpanuyeHueM B 100 MO B cucteme oOMeHa COOOIIEHUSIMHU.

B coorBerctBun ¢ IlpaBunamu, OI€HKAa MOJHOTHI, KOMIUIEKTHOCTU U
PaBUIBHOCTH O(POPMIIEHUS TOKYMEHTOB IIPEIOCTABIEHHBIX B PETUCTPALMIOHHOM
JIOChE OCYLIECTBIISIETCS COTPYAHUKAMH YTIPABJICHUA IO BaTUALUU MaTEpPUAJIOB
pErUCTpaMOHHOTO 10cke M.

Bepcuonnocts nokymentoB B XML-dopmaTte 1o HampaBiieHHs MaTepUalioB
PETHCTPALIMOHHOrO JI0Ch€ HA 3KCIMEPTH3Y JOJDKHA OBITh MpHU MEPBOIM Mojaye B
Bujie 4-x apadckux uudp «0000»

JIokyMeHT mpenocTaBlieHHbIH B popmaTe «pdf» mist ynoOHocTH mpocMoTpa 1
HoHCKa JTOJDKEH UMETh TEKCTOBOW CJIOM (HE0OX0IMMO KOHBEPTHUPOBATh B (hopmar
PDF, a He ckanupoBaTh). OCOOEHHO pPEKOMEHJAIUS KacaeTcsl JOKYMEHTOB C
0O0JBIIUM KOJIMYECTBOM CTPAHHUII.

3amMe4yaHusT K OLEHKE IIOJHOTBI, KOMIUIEKTHOCTH U TNPaBWIBHOCTU
odopMIeHUST TOKYMEHTOB OyeT BbaBaThCcs B popme odunmansHoro nuchma. B
nucbMe OyJleT BbIIABaThCS CChUIKA HA CKauMBaHUE JTIOKYMEHT-3ampoca B ¢opmare
XML, HeoOX0oAMMOCTh JAaHHOIO JOKYMEHT-3alpoca COCTOUT B TOM, YTOOBI
paBUIBLHO CPOPMUPOBATH OTBETHOE MUCHMO IO MCIPABIICHUIO 3aMEYaHusl.

B nokyment-3ampoce  OyJaeT  BO3BpauliaThCs uneHTudukaropa
PETUCTPALIMOHHOTO J0Che TpeocTaBieHHoro 3asBuTeneM (pekeusut EDocRefld).

uuuuuuuuuuuuuuuuuuuuu Jusuu. L LU .
<csdo+EDocld > BEB 12D2A-886C-3519-B246-7FCB3A031B56</csdo:EDocid> MOEHTUUKATOP BblAaHHbIn HLISTIC
<csdo:EDocRefld=32714477-5614-835b-5512-304953415975</csdo:EDocRefld> WOEHTUDUKATOP JOCbE

[Ipu oTBeTe Ha 3aMeyaHus 3asBUTEIO0 HEOOXOJUMO BMECTE C COPOBOAUTEIILHBIM
NUCbMOM  TIPENOCTaBIATh  AOKyMeHThl B  (opmare XML  (ATpuOyTsl
EDocld,EDocRefld HensmeHHbI, yka3pIBaTh TAKKE KaK B JOKYMEHT 3aIpoce).
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zcsdo:EDocld >BEB12D2A-886C-3519-B246-7FCB3A031B56 < /csdo:EDocld=
=zcsdo:EDocRefld=32714477-5614-83sb-5512-304953415975 < /csdo:EDocRefld=

Jns  ompeneneHWs  omepandyd  HAJ — MPEIOCTABISAEMBIM  JOKYMEHTOM
PETUCTPAIIMOHHOTO JIOChE €CTh TEepeYeHb 3HAYCHWHM PEKBU3UTA OIEpaIuu
(pexBusur OperationAtribute), takue kak: NeW - HOBbIA aitn; append -
nobasnenue (aiina; replace - 3amena daiina; delete - ynanenue daiina.

[Ipu  mpoBeneHWM  JIKCHEPTH3bI  HOBHIE  BEpPCHH  JOKYMEHTOB
(mpenocTaBieHHBIE MO 3aMPOCy) MOJKHBI MMeTh BepcuoHHOCTh «0001»,«0002» u

T.H.



