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OdmumanbHoe 3asaBneHue

OPULIMATIBHOE 3AABIIEHUE

Toprosasi mapka MedDRA® 3apervctpupoBaHa MexxayHapoaHbIM KOMUTETOM MO
rapmoHnsauum (International Council for Harmonization, ICH).

CnoBapb CMMBOJIOB KOOMPOBaHUS ANs HexenaTenbHbiX peakunn COSTART, natoe
nagaHue, Astopckue npasa © 1995 YnpaeneHme CLUA no KOHTposo kayecTsa
NULLEBbLIX NPOAYKTOB U NnekapctBeHHbIX cpeacTts (US Food and Drug Administration,
FDA). TepMmunHonornyeckasi cuctema KoHuepHa Hoechst npucsoeHus HassaHUN
HexxenaTernbHbIM peakumsm (Hoechst Adverse Reaction Terminology System, HARTS),
AsTopckue npaea © 1992 Aventis Pharma. ICD-9-CM, MexayHapoaHas
Knaccudgukaumsi 6onesHen, AeBATbIN NEPeCcMOoTp, KNMHuYeckas moandukaums (MKB-9,
KM), ABTopckue npasa © 1998 Medicode, Inc. ICD-10, MexayHapogHas
knaccugukaums 6onesHen, gecatoin nepecmotp (MKB-10) McTtouyHuk: BcemmpHas
opraHusauus 3gpaBooxpaHeHusi. TepmuHonorua BO3 HexenaTtenbHbix peakuun (WHO
Adverse Reaction Terminology, WHO-ART), ABTopckue npasa © 1998 BcemupHas
opraHusauuns 3apaBOOXpPaHeHUsi, NAPTHEPCKUA LIEHTP MO MeXayHapo4HOMY
MOHUTOPUHTY nekapcTBeHHbIX cpencts (World Health Organization Collaborating Centre
for International Drug Monitoring). AAinoHcKas TEPMUHONOMNA AN HeXenaTenbHbIX
peakumn (Japanese Adverse Reaction Terminology, J-ART) — paspaboTka
MuHucTepcTBa 34paBooxXpaHeHust, Tpyaa u 6narococtosiHua (Ministry of Health, Labour
and Welfare, MHLW).

OTKa3 OT OTBETCTBEHHOCTMU U YBeAOMIieHMe 06 aBTOPCKOM NpaBe

HacToawun AOKyMeHT 3aLumLLEeH aBTOPCKUM MPaBOM U MOXET, 3a UCKIIOYEHNeM
norotunos MedDRA v ICH, ncnonb3oBaTtbCH, BOCNPOU3BOAUTLCS, BKITHOYATLCS B
apyrue paboTbl, aaanTMpoBaTbCH, UBMEHATCH, NEPEBOANTLCA UMW PacnpPOCTPaHATLCA
Nno oBLEeCTBEHHOW NIMLIEH3UN NPU YCITOBUUK, YTO B JOKYMEHTE BO BCeEX crnyyasax byaet
npusHaBaTbCs aBTopckoe npaso ICH. B cnyvyae agantaummn, usmeHeHus unm nepesoja
AOKyMEHTa OOSMKHbI OblTb NPUHATBI HEOOBXO0AUMbIE Mepbl, YTOOLI YETKO yKa3aTb,
BblAENUTb UK MHbIM 0OpPa3oM NokKa3aTb, YTO 3TU U3MEHEHUS BbiNn BHECEHDI B
opurMHan SOKyMeHTa Unn caenaHbl Ha ero ocHoBe. CriegyeT He AonycKaTb MHEHUS O
TOoM, 4YTO ICH 0g00psieT aganTaumto, U3SMEHEHME UNN NEPEBOL OpUrnMHana AoKyMeHTa
nnbo BbICTYNAET ero CNOHCOPOM.

[oKyMeHT npefocTaBnseTcsl Ha YCNoBUAX «Kak ecTb» 0e3 kakmx-nnbo rapaHtuin. ICH
UV aBTOPbI OPUTMHAIBLHOrO JOKYMEHTa He HECYT OTBETCTBEHHOCTM MO MPETEH3NAM,
ybbIiTkaM 1 apyrum obasaTenscTBam, CBA3aHHLIM C UCNONb30BaHMEM AOKYMeEHTa.

BhlleykasaHHble pa3peLleHnst He OTHOCHATCS K COAepKaHuo, NpeaocTaBnsieMmomy
TpeTbMMK nuuamn. MNoaTomy B criydae JOKYMEHTOB, B KOTOPbIX aBTOPCKOE NpaBo
NPUHAANEXUT TpeTbemy Ny, HeoBXoaMMOo NosyyYeHne paspeLLeHns Ha
BOCMNpPOWU3BEAEHME OT BrnagernbLa aBTOPCKOro npaea.
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BBepneHune

1. BBEOAEHUE

[OKyMeHT ¢ ykaszaHnem copmaToB ANCTpubyTUBHbIX dhannos MedDRA cogepxut
MHOPMaUUIO OTHOCUTENbHO cxeMbl (hannos MedDRA 1 nocnegoBaTtenbHbIX hannos,
KOTOpble MOryT UCMONb30BaTLCS AS11 0OHOBMNEHNSA ycTaHoBNeHHon Bepcnun MedDRA o
aKTyanbHOW BepCcun. ITOT AOKYMEHT NMOMOXET NONb30BaTEN0 B CO34aHUMN U
3anofHeHnn pensumoHHon 6asbl AaHHbIX darnnamm MedDRA 1 nocnegoBaTenbHbIMU
dannamu. Jlnua, ncnonb3yroLwme AaHHbIN JOKYMEHT, AOMKHbI UMETb HEKOTOPOE
npegcraBneHne o pensaunoHHblx 6asax gaHHbIX AN YCNewHoro uMnopTa AaHHbIX
MedDRA B npuemnembin oopmaT 6a3bl JaHHbIX.

B nepBom pasgene gaHHOro JOKyMeHTa COAepXKUTCA crieaytollas nHgopmMaumsi o
dannax MedDRA:

Ob6wasa nHdopmauusa o pannax: o63op annos MedDRA, BXxogAWMX B 3TOT
naker.

Cxema MedDRA: nHdopmaumsi o CTpykType n atpubytax Tabnuy MedDRA,
UMNOPTUPYEMbIX B PENALMOHHYO 6a3y AaHHbIX.

Onpegenexne Tabnuy MedDRA: onpegeneHue Kkaxagoro nons B Tabnuuax 6a3sbl
JaHHbIX MedDRA.

O6beanHeHna Tabnuy MedDRA: onpegenernne obbeanHeHun Tadbnuu,
HeobxoaMMbIX ANs cBA3biBaHUA Tabnuy 6a3bl gaHHbiXx MedDRA apyr ¢ gpyrom.

Mopgenb gaHHbix MedDRA: nonHasa mogenb AaHHbIX Ansa 6a3bl AaHHbIX MedDRA.

Bo BTOpoM pasgene gaHHOro AOKyMeHTa CoOAepXuTcs MHpopmaums o
nocnegoBaTenbHbiX hannax MedDRA, B TOM uucne:

O6was nHdopmauus o darnax: 063op nocnegosaTtenbHbix darnos MedDRA.

Onuncanuve nocneposatenbHbix annos MedDRA: nHgopmMaumsa o CTpyKType 1
aTpmbyTax nocnegoBaTenibHbIX annos.

OnpepeneHna nonen: onpeaeneHns Kaxxaoro nosisi B KaXKaom
nocnegosaTenbHOM danne.

MpumeyaHue. dannsl cTaHaapTU3MPOBaHHbIX 3anpocoB MedDRA (smq_list u

smq_

content) cogepat aneMeHThbl AaHHbIX B charnax *.asc, KoTopble BbISBASOT

n3MeHeHus, obycrnosneHHble 0bHoBeHns MU Bepcui MedDRA. [inga nonyyeHus 6onee
nogpo6bHon nHpopmauum cm. pasgen 3 «Cxema MedDRA».

[o nosiBneHus sepcun 16.0 MedDRA 3TOT JOKYMEHT Ha3biBancs «[JoKymeHTaums Ha
dannbl ASCII n nocnegoBaTenbHble annbl». HazBaHne 66110 N3MEHEHO Ha
«[JOKyMeHT C ykasaHuem popmaTtoB AnNcTpmbyTuBHbIX bannos MedDRA» ansa nyyuwero
COOTBETCTBUA Ha3BaHWA coaep)KaHIo JOKYMEHTA, NOCKOMbKY He BCe rnepesonbl
MedDRA kogupytoTcs B paclwumpeHHom popmaTte canna ASCII.
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O6wan uHdopmauma o pannax

2. OBLASA MHOOPMALIUA O ®ANIIAX

B aTom pasgene cogepxmtcsa nepedeHb annoB gaHHbix MedDRA B aTOM nakeTe.
Kaxxgbin dpann MedDRA npeactaBnsieT cobomn paclumpeHHbin popmat cpavina ASCII
ANS aHIMUACKOTo s3blka U NepeBoAoB Ha 60MbLUMHCTBO 3anagHOEBPONENCKUX A3bIKOB.
[ns Bcex octanbHbIX NOAAEPXKMBAEMbIX A3bIKOB UCNonb3yeTca dpopmat danna UTF-8.
B Tabnuue 2-1 nepeuncnstorca dannbl MedDRA un accoummpoBaHHbie Tabnumubl.
NHdopmauma o konudecTtee 3anucen B hannax, npuBeaeHHbIX B Tabnuue 2-1 ans
AAHHOro BbINyCKa, COAEPXUTCS B COOTBETCTBYHOLLEM AOKYMEHTE «4YTO HOBOro» Ans
3TOro BbIMNycCKa.

HassaHue canna’ Ta6bnuua MedDRA
higt.asc 1 hlgt pref term
higt _hlt.asc 1 higt hlt comp
hit.asc 1 hit pref term
hit_pt.asc 1 hit pref comp
llit.asc 1 low level term
meddra_history russian.asc N/A*
meddra_release.asc N/A*

mdhier.asc 1 md_hierarchy
pt.asc 1 pref term
soc.asc 1 soc _term
soc_hlgt.asc 1 soc_higt comp
intl_ord.asc 1 soc_intl order
smq_list.asc 1 smq_list
smqg_content.asc 1 smg_content

Tao6nuua 2-1. ®annbl MedDRA

"MHbopmaLmsa 0 KONUYECTBE 3anuceil B BbilieyKasaHHbIX dannax CoaepXuTcs B
AOKyMeHTe «4TO HOBOro».

Mons aaHHbIX B dparnax npeactaBneHbl B TOM Xe Nopsiake, Kak nokasaHo Ha cxeme
MedDRA (pasgen 3) ansa kaxgow Tabnuupl. [JaHHble NpeacTaBneHbl C pa3genuTensmm
«$». B Ha4yane nepBoro nonsi HET pasgenutens «$», ogHako 3a NocrneaHnM nonem
cTouUT pasgenntenb «$».

*®annbl meddra_history _english.asc n meddra_release.asc — 4ONONHUTENbHbIE
hannbl A4ns UCNoNb30BaHNA OECKTOMHOro nHTepHeT-6paysepa (MedDRA Desktop
Browser, MDB) 6eTta-Bepcun 3.0.2 nnu Bbiwe. 3Tn ansnbl He NoKa3aHbl Ha Cxeme
MedDRA.

dann meddra_history_english.asc cogep>xuT nHdopmaumio, Kotopasd no3sonseT
MHTepHeT-6pay3epy MDB otobpaxaTtb uctopuio fobasneHns TepMuHa, yaaneHus
TepMUHa, U3MEHEHNSI YPOBHS TEPMUHA, U3MEHEHUS HAa3BaHUS TEPMUHA U UBMEHEHUS
pacnpoctpaHeHHocTn LLT B MedDRA. Korga BbixogaT HoBble Bepcun MedDRA,
AaHHbIE UCTOPMM MOTYT UCNONb30BaTbCA A1 0OHOBNEHUA MHTEpHeT-6pay3epa MDB,
4YTOObI HE OTCTaBaTb OT HOBbIX N3MeHeHUN. PyHKUMA «cTopusa» OOCTyNHA TONbKO B
beTa-Bepcun nHTepHeT-6paysepa MDB 3.0.2 ansa MedDRA Ha aHrIMNCKOM S3bIKE.
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O6wan uHdopmauma o pannax

Bonee HoBble Bepcun HTEpHeT-6pay3epa MDB nogaepxvmBatoT BCce LOCTYMNHbIE SA3bIKM.
dann uctopumn cogepxut none ans koga MedDRA, Ha3BaHua TEpMUHA, YKasaHus, B
kakoun Bepcum (Hanpumep, 10.1) 6611 gob6aBneH TepMuH, TMN TepMuHa (Hanpumep, PT,
HLGT), cTaTyc ero pacnpocTpaHeHHOCTH, ecnu 370 LLT, n kog gencreuns. Kogom
aenctensa moxeT 6biTb NMbo A (Add [[lo6asuTs]), U (Update [O6HOBUTB]), Nimbo D
(Delete [Yoanutb]). CM. Tabnuuy HUXe.

HasBaHue nons ATpuGyTbI NONA

term_code ANVHHOE Lenoe, He NycToe 3HavYeHne
term_name CMBOMbHbIV TYN (100), He NycToe 3HavYeHne
term_addition_version cmBOnbHbIV TYN (5), HE NyCTOE 3HayYeHne
term_type CMMBOIbHbIV TUM (4), HE NYCTOE 3HaYeHne
[It_currency CMMBOMbHbIV TUN (1)

action CMMBOMbHbIV TUN (1), HE NycToe 3Ha4YeHne

Ta6bnuua 2-2. ®ann ncropum MedDRA: meddra_history _english.asc

dann meddra_release.asc cogepXxuTt nHpopmaLmio 0 BEpCUM U a3blke ANns
npunaraemoro Habopa annos, KOTOPLIN NO3BONSET MHTEPHET-Opay3epy MDB (6eTta-
Bepcus 3.0.2 1 BblLE) ONpeaenuTb KOHKPETHYIO BEPCUIO U A3bIK NPW 3arpy3ke ¢annos.
B yacTtHocTK, ecTb none ans ykasaHunsa sepcun MedDRA (Hanpumep, 13.1), ogHO —
ANsA a3blka (Hanpumep, aHrfMUCKOro, HEMELKKOro U T. 4.) U TpY NYCTbIX NOns,
3ape3epBMPOBaHHbIX A8 UCNONb30BaHUA B AanbHernwem. CM. Tabnuuy Hmxke.

HassaHue nonsa ATpunOGyTbI Nons

version cnmBonbHbIV TUN (100), He NyCcToe 3HayYeHne
language cnmBonbHbIV TUN (100), He NyCcToe 3HayYeHne
null_field cMBOMbHbIN TV (100)

null_field cMBOMbHbIN TV (100)

null_field CMBObHbIN TYN (100)

Ta6bnuua 2-3. ®ann Bbinycka MedDRA: meddra_release.asc
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Cxema MedDRA

3. CXEMA MedDRA

B aTom pasgene npeacrasneHa nHgpopmauusa o Tabnuue n none, kKotopas
ncnonb3yeTcs Ansg umnopTta AaHHbix MedDRA B pensaumnoHHyto 6a3y gaHHbIX. [Ans
Kaxxgon Tabnmubl MedDRA npuBegeHbl Ha3BaHue Tabnuubl, HazBaHUs Nonen,
aTpubyThbl Nonen n nHgekcol Tabnuy. MNpu nmnopte gaHHbIX MedDRA B pensunoHHyo
6a3y AaHHbIX co3ganTe KaXayo YKasaHHYHo Huke Tabnuuy u npucBonTe BCe Has3BaHUA
nonen n ykasaHHble aTpubyThl. Ha3zBaHMa nonen OOMKHbI YKa3biBaTbCA B NOPSAKE, B
KOTOPOM OHW NpeacTaBneHbl B hansie. Takke ykasblBalOTCA MHOEKChI, HO OHU MOTyT
ObITb HeObsI3aTENbHBIMU, B 3aBUCMMOCTM OT TOrO, KAKOW UCMNONb3yeTCa NakeT
nporpaMmmHoro obecneveHums.

HasBaHue nons

ATpubyTbl Nons

It code OJIMHHOE LieNnoe, He NycToe 3HayYeHne
It name cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue
pt code JNVHHOE uenoe

lIt_ whoart code*

CUMBOSbHbIN TUN (7)

lIit_harts code*

ONVHHOE Liernoe

It costart sym*

CUMBOJbHbIN TUN (21)

lIit_icd9 code*

CUMBOJbHbIN TUN (8)

llt_icd9cm_code*

CUMBOJbHbIN TUN (8)

It icd10 code*

CUMBOJbHbIN TUN (8)

lIit_currency

CUMBOSbHbIN TKN (1)

lIit_jart code*

CUMBOJbHbIN TUN (6)

HasBaHue nHpekca

HasBaHue Tabnuubl

Mone (-A) Ansa ykasaHUa uHgekca

ix1 pt [t01 1 low level term lIit_code
ix1 pt [t02 1 low level term lIt_ name
ix1_pt IIt03 1 low level term pt_code

Ta6nuua 3-1. ®ann 1_low_level term, nony4yeHHbIn U3 channa

*Mpumevarme. HaumHas ¢ Bepcun 15.0 MedDRA, B 3TX NOMsIX HE YKa3bIBAKTCS HUKAKME AaHHble. [Ang

MedDRA: lIt.asc

nonyyeHus nogpobHoun nHdpopmaumn cm. pasgen 4.
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Cxema MedDRA

Ha3BaHue nons

ATpuGyTbI Nons

pt_code ANVHHOE Lienoe, He NycToe 3HavYeHne
pt_name CMMBONbHbIV TUN (100), HEe NycToe 3HaYeHue
null_field CVMMBOJbHbIV TUN (1)

pt_soc code ONMHHOE Lienoe

pt whoart code*

CVMMBOJbHbIV TUN (7)

pt_harts _code*

JNMHHOE Lienoe

pt_costart_sym*

CYMBONbHbIV TUN (21)

pt_icd9 code*

CVMMBOJIbHbIV TUN (8)

pt_icd9cm_code*

CVMMBOJIbHbIV TUN (8)

pt_icd10 code*

CVMMBOJIbHbIV TUN (8)

pt_jart code*

CVMMBOJIbHbIV TUN (6)

HasBaHue nHgekca HasBaHue Tabnuupbl Mone (-A) ANA yKasaHUsa MHAeEKca
ix1 pt01 1 pref term pt_code

ix1 pt02 1 pref term pt_name

ix1 pt03 1 pref term pt soc_code

Ta6bnuua 3-2. ®ann 1_pref_term, nony4YyeHHbIN u3 panna
MedDRA: pt.asc

*Mpumeyanme. HaumHas ¢ Bepcun 15.0 MedDRA, B 3TX NOMsIX HE YKa3bIBAKOTCS HUKaKME AaHHble. [Ang

nonyyeHus nogpobHon nHdpopmaumn cm. pasgen 4.

HasBaHue nons

ATpubyTbl Nons

hit code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

hlt name

cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue

hit whoart code*

CUMBOSbHbIN TUN (7)

hit_harts code*

ONVHHOE Liernoe

hit_costart_sym*

CUMBOMbHbIN TUN (21)

hit icd9 code*

CUMBOMbHbIN TUN (8)

hit icd9cm_code*

CUMBOMbHbIN TUN (8)

hit icd10 code*

CUMBOMbHbIN TUN (8)

hit_jart_code*

CUMBOMbHbLIN TUN (6)

HasBaHue nHpekca

HasBaHue Tabnuubl

Mone (-A) ANA ykazaHUA uHAeKca

ix1_hit01

1 hlt_pref term

HIt code

ix1_hlt02

1 hlt_pref term

HIlt name

Ta6bnuua 3-3. ®ann 1_hlt_pref_term, nony4eHHbIn U3 cphanna

*Mpumeyarme. HaumHas ¢ Bepcun 15.0 MedDRA, B 3TX NONsIX HE YKa3bIBAKTCA HUKAKME AaHHble. [Ang

MedDRA

nonyyeHus nogpobHorn nHdpopmaumn cm. pasgen 4.

: hlt.asc
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Cxema MedDRA

Ha3saHue nons ATpubyTtbl nons

hit_code OJIMHHOE Llenoe, He NyCcToe 3HavYeHme
pt_code ANVHHOE Lienoe, He NycToe 3HavYeHne
Ha3BaHue nHgekca Ha3BaHue Tabnuubl Mone (-A) Ans ykazaHua uHgekca
ix1 hlt pt01 1 hit pref comp HIt _code,pt code

ix1 hlt pt02 1 hit pref comp Pt _code, hlt_code

Ta6bnuua 3-4. ®aun 1_hlt_pref_comp, nony4yeHHbIn u3s cpanna
MedDRA: hlt_pt.asc

HasBaHue nons ATpubyThbl Nons

higt code OJIMHHOE Liefoe, He NyCToe 3Ha4YeHne

higt name cmBOJbHbIM TUN (100), He NycToe 3Ha4YeHne
higt whoart code* CUMBOJIbHBIV TUN (7)

higt _harts code* OJIMHHOE Lenoe

higt _costart sym* CUMBOJbHbIN TUN (21)

higt_icd9 code* CUMBOJbHbIN TUN (8)

higt_icd9cm_code* CUMBOJbHbIN TUN (8)

higt icd10 code* CUMBOJbHbIN TUN (8)

higt jart code* CUMBOJIbHbIN TUN (6)

HasBaHue nHpekca HasBaHue Tabnuubl Mone (-A) gNA ykasaHUsa MHOeKca
ix1 higt01 1 higt pref term Hlgt code

ix1 higt02 1 higt pref term Hlgt name

Ta6bnuua 3-5. ®aun 1_higt_pref_term, nonyyeHHbIn u3 canna
MedDRA: hlgt.asc

*Mpumedarne. HaumHas ¢ Bepcun 15.0 MedDRA, B 3TX NONsIX HE YKa3bIBAKTCS HUKAKME AaHHble. [Ang
nonyyeHus nogpobHoun nHdpopmaumn cm. pasgen 4.

Ha3BaHue nonsa ATpunGyTbI Nons

higt_code OJIMHHOE Llenoe, He NyCcToe 3HavyeHne

hit code OJIMHHOE Llenoe, He NyCcToe 3HavyeHne
Ha3sBaHue uHaekca HasBaHue Tabnuubl Mone (-A) ANA ykazaHUA uHAeKca
ix1_higt hlt01 1 higt_hlt_comp Higt_code, hlt_code

ix1 higt hlt02 1 higt hlt_ comp HIt code, higt code

Ta6bnuua 3-6. ®ann 1_hlgt_hlt_comp, nony4yeHHbIn u3 canna
MedDRA: higt_hlt.asc
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HasBaHue nons ATpuGyTbI Nons

soc_ code ANVHHOE Lienoe, He NycToe 3HavYeHne
soc_name CMMBONbHbIV TUN (100), HEe NycToe 3HaYeHue
soc_abbrev CMMBONbHbIV TUN (5), HE NyCcToe 3Ha4YeHue
soc_whoart_code* CVMMBOJbHbIV TUN (7)

soc_harts _code* ANMHHOE uenoe

soc_costart_sym* CYMBONbHbIV TUN (21)

soc_icd9_code* CVMMBOJIbHbIV TUN (8)

soc_icd9cm_code* CVMMBOJIbHbIV TUN (8)

soc_icd10_code* CVMMBOJIbHbIV TUN (8)

soc_jart_code* CVMMBOJIbHbIV TUN (6)

HasBaHue nHgekca HasBaHue Tabnuupbl Mone (-A) ANA yKasaHUsa MHAeEKca
ix1 soc0l 1 soc term Soc_code

ix1l soc02 1 soc term Soc_name

Ta6bnuua 3-7. ®ann 1_soc_term, nony4eHHbIn U3 ¢panna MedDRA: soc.asc

*Mpnmevarne. HaumHas ¢ Bepcum 15.0 MedDRA, B 3TUX NONSAX HE YKa3blBalOTCA HWKaKMe AaHHble. [1ns
nonyyeHus nogpobHor nHpopmauum cm. pasgen 4.

HasBaHue nons ATpunbGyTbI Nons

soc_code ANVHHOE Lienoe, He NycToe 3HayeHue
higt_code ANVHHOE Lenoe, He NycToe 3HavYeHne
HasBaHue nHgekca HasBaHue Tabnuubl Mone (-A) ANA ykasaHusa MHOEKca
ix1 soc higt0l 1 soc hlgt comp Soc code, hlgt _code

ix1 soc hlgt02 1 soc hlgt comp Soc_code

ix1 soc higt03 1 soc hlgt comp Higt code, soc _code

Ta6nuua 3-8. ®ann 1_soc_hlgt_comp, nony4yeHHbIn n3 cpamna MedDRA:
soc_hlgt.asc
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Cxema M

edDRA

HasBaHue nons ATpuGyTbI Nons

pt_code ANVHHOE Lienoe, He NycToe 3HavYeHne
hit_code OJIMHHOE Llenoe, He NyCcToe 3HavYeHme
higt_code OJIMHHOE Llenoe, He NyCcToe 3HavYeHme
soc_code ANVHHOE Lienoe, He NycToe 3HavYeHne
pt_name CMMBONbHbIV TUN (100), HEe NycToe 3HaYeHue
hit_ name cnmBonbHbIN TVN (100), He NycToe 3HayeHne
higt name cnmBonbHbIN TVN (100), He NycToe 3HayeHne
SocC_name cnmBonbHbIN TVN (100), He NycToe 3HayeHne
soc_abbrev CMMBONbHbIV TUN (5), HE NyCcTOoe 3Ha4YeHue
null_field CVMMBOJbHbIV TUN (1)

pt_soc code ONMHHOE Lienoe

primary soc_fg CMMBOJbHbIV TUN (1)

HasBaHue nHgekca HasBaHue Tabnuupbl Mone (-A) ANA yKasaHUsa MHAeEKca
ix1 md_hier01 1 md_hierarchy Pt _code

ix1_md_hier02 1 _md_hierarchy HIt_code

ix1_md_hier03 1 _md_hierarchy Hlgt_code

ix1 md hier04 1 md_hierarchy Soc_code

ix1 md_hier05 1 md_hierarchy Pt soc code

Ta6nuua 3-9. ®ann 1_md_hierarchy, nony4yeHHbIn U3 cpanna
MedDRA: mdhier.asc

HasBaHue nons

ATpubyTbl Nons

intl_ord_code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

soc_code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

HasBaHue nHpekca

HasBaHue Tabnuubl

Mone (-A) gNA ykasaHUsa MHOeKca

ix1 intl ord01

1 soc intl order

intl_ord_code, soc_code

Ta6nuua 3-10. ®ann 1_soc_intl_order, nony4yeHHbIn u3 cpanna MedDRA:

intl_ord.asc

Ha3BaHue nonsa ATpunGyThbI Nons
smqg_code [nvHHOEe Lenoe, He NycToe 3HayeHue
smq_name CumeonbHbIn TN (100), He nycToe

3HayeHue
smq_level Llenoe, He nycToe 3HavyeHue
smq_description VarChar*, He nyctoe 3Ha4yeHue
smq_source VarChar*
smq_note VarChar*
MedDRA_version CumBonbHbin TUN (5), He NycToe 3HaYeHue
status CumBonbHbIn THN (1), He NycToe 3HaYeHue
smq_algorithm VarChar, He nycToe 3Ha4yeHue

HasBaHue nHgekca
ix1 smq_list01

HasBaHue Tabnuubl
1 smq_list

Mone (-A) ANsA ykazaHUsa uHagekca
smq_code

Ta6bnuua 3-11. ®ann 1_smq_list, nony4yeHHbIn u3 panna MedDRA: smq_list.asc

*NpumevaHme. MakcumanbHas AnvHa nons ¢ TeKCTom nepemeHHoro pasmepa (VarChar) coctasnset
2000 cumBorioB.
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Cxema MedDRA

Ha3BaHue nonsa

ATpubyTbI NONA

smq_code [nuHHOE Lienoe, He NycToe 3HavYeHve
term_code [nuHHOE Lienoe, He NycToe 3HavYeHve
term_level Llenoe, He nycToe 3HayeHne

term_scope Llenoe, He nycToe 3HayeHne
term_category CumsonbHbIn TvN (1), He NycTOoe 3HaYeHne
term_weight Llenoe, He nycTtoe 3HayeHne

term_status

CwvmMBonbHbIV TMN (1), HE NycTOoe 3HavYeHue

term_addition_version

CwvmMBonbHbI TUN (5), HE NycTOE 3HavYeHue

term_last modified version

CwvmMBonbHbI TUN (5), HE NycTOe 3HavYeHue

Ha3BaHue uHgekca

HasBaHue Tabnuubl

Mone (-A1) ANA ykazaHus MHOEKca

ix1 smq_content01

1 smqg_content

smq_code

ix1 smq_content02

1 smqg_content

term_code

Ta6bnuua 3-12. ®ann 1_smqg_Content, nony4eHHbIn U3 ¢phanna
MedDRA: smq_content.asc

[okyMeHT ¢ ykasaHneM popmMaToB AncTpubyTueHbix hannos MedDRA Bepcun 28.0

Mapt 2025 .
001207




OnpepeneHue Tabnuubl

4. ONPEOENEHUE TABNULbI
B aTom pasgene gaetca onpeaeneHuve nonen B kaxgon tabnuue MedDRA.

Ha3BaHue Ha3BaHue nons OnucaHue
Tabnuubl
1 low_level term lIt_code 8-3HauHbIV koA, ANnst 0603HAaYEeHUs TEPMUHA HUXHErO
YPOBHS
[t name [MonHOe Ha3BaHWe TePMUHA HUXKHETO YPOBHSA
pt_code 8-3Ha4HbIN Ko Ans obo3HaveHus

npegnovTuTesibHoro TepMmmnHa

lIt_whoart_code*

Koa, NpMCBOEHHBIN CUCTEMOM TEPMUHOB
WHO-ARTO

It harts code*

KoA, NpnCBOEHHbIN cuctemor TepmuHoB HARTS©

lIt_costart_sym*

CUMBOJ, NPUCBOEHHBIN CUCTEMOW TEPMUHOB
COSTARTO

lIt_icd9_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukaumm 6onesHen, MKb-9

lIt_icd9cm_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukaumm 6onesHen,
KnuHndeckon mogmdukaumm, MKB-9-KM©

It_icd10_code*

Koa, npuceoeHHbIn 10-M nepecMoTpom
MexagyHapogHown knaccudukaumm 6onesHen, MKb-
10©

[It_currency

YkasblBaeT, ABMSAETCS N TEPMUH HKHETO YPOBHS
aKTyanbHbIM UMW YCTApEBLUUM

IIt_jart_code*

Ko, NpucBOEHHbIN cuctemon TepmnHos J-ART

1_pref_term pt_code 8-3HayHbIV koA AN 06o3HayYeHns
NpeanoYTUTENLHOIo TEPMUHA
pt name [MonHoe Ha3BaHWe NPeanoYTUTENbHOro TEpMMHA
null_field 370 none — nycroe
pt_soc_code OCHOBHOW CUCTEMHO-OPraHHbIN Kacc, C KOTOPbIM

CBA3aH I'Ipeﬂ,I'IO‘-ITVITeJ'IbeIIZ TEPMUH

pt whoart code*

Koa, npncBOeHHbIN cuctemon TepmnuHos WHO-ART

pt_harts code*

KoA, NpnCcBOEHHbIN cuctemorn TepmuHoB HARTS

pt_costart_sym*

CumBon, NPUCBOEHHBIN CUCTEMOM TEPMUHOB
COSTART

pt_icd9_code*

Koa, npnCcBOEHHBbIN 9-M NepecMoTpom
MexgyHapoaHown knaccudpmkaumm 6onesHen

pt_icd9cm_code*

Koa, npnCcBOEHHBbIN 9-M NepecMoTpom
MexagyHapoaHon knaccudmkaumm 6onesHen,
KIIMHMYeckon mogmdukaumm

pt_icd10_code*

Koa, npncBoeHHbIN 10-M nepecMoTpom
MexgyHapoaHou knaccudpmkaumm 6onesHen

pt jart code*

Koa, NpnCBOEHHBIN cMCTEMON TEPMUHOB J-ART

1_hlt_pref _term hit_code 8-3HauHbIV Kof Anst 0003HAaYeHMs1 TEpMUHA
BEPXHErO YPOBHS
hlt name lMonHoe Ha3BaHWe TEPMNHA BEPXHETO YPOBHS

hit whoart code*

Koa, npncBoeHHbIN cuctemon TepmmuHos WHO-ART

hit harts code*

Koa, npncBOEHHbIN cuctemon TepmuHoB HARTS

hit_costart_sym*

CumBon, NPUCBOEHHBIN CUCTEMOM TEPMUHOB
COSTART
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OnpepeneHue Tabnuubl

HasBaHue
Tabnuubl

HasBaHue nons

OnucaHue

hit_icd9_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapoaHon knaccudukaumm 6onesHen

hit_icd9cm_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukarmm bonesHen,
KNMHMYeckon moamdukaumm

hit_icd10_code*

Koa, npucBoeHHbIn 10-M nepecMoTpom
MexayHapoaHon knaccudukaumm 6onesHen

hit_jart code*

Kof, NpycBOEHHbIN cucteMmor TepMuHoB J-ART

1 hlt_pref comp hit_code 8-3HauHbIV Kof, Anst 0003HAa4YeHMs TepMUHA
BEPXHETrO YPOBHS
pt_code 8-3Ha4HbIN Ko Ans obo3HavyeHns
NPeLNOYTUTENLHOIO TEPMUHA
1 higt_pref_term higt_code 8-3HauHbI Kog Ans 0603HaYeHUs rPynMnoBOro
TEPMUHA BEPXHETO YPOBHS
higt_name lMonHoe Ha3BaHMe rpynnoBOro TepMMHa BEPXHErO

YPOBHS

higt whoart code*

Koa, npncBoOeHHbIN cuctemon TepmnuHos WHO-ART

higt harts code*

Koa, npncBOEHHbIN cuctemor TepmuHoB HARTS

higt_costart_sym*

CUMBOJI, NPUCBOEHHBIN CUCTEMOW TEPMUHOB
COSTART

higt_icd9_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudgukaumm 6onesHemn

higt_icd9cm_code*

Koa, NpnCBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukaumm 6onesHen,
KIUHUYeCKon mogmdukaumm

higt_icd10_code*

Koa, npncBoeHHbIn 10-m nepecmMoTpom
MexagyHapogHon knaccudpumkaumm 6onesHen

higt_jart code*

KoA, NpnCBOEHHBbIN CMCTEMON TEPMUHOB J-ART

1 higt_hlt_comp higt_code 8-3HayHbIN Koa Anst 0603HavYeHnst rpynnoBoro
TEPMUHA BEPXHETO YPOBHS
hit_code 8-3HauHbI Koa Ans 0603HaYeHUs TepMUHa
BEPXHETO YPOBHS
1 _soc_term soc_ code 8-3HauyHbIN Koa Anst 0603HaYEeHNsT CUCTEMHO-
OpraHHoro krnacca
SOC_name [MonHoe Ha3BaHWE CUCTEMHO-OPraHHOro Knacca
soc_abbrev CokpallleHne CMCTEMHO-OPraHHoro Kracca

soc_whoart _code*

Koa, npncBoOeHHbIN cuctemon TepmmuHos WHO-ART

soc_harts code*

Koa, NpnCcBOEHHbIN cuctemorn TepmuHoB HARTS

soc_costart_sym*

CumBon, NPUCBOEHHBIN CUCTEMOM TEPMUHOB
COSTART

soc_icd9_code*

Koa, NnpnCBOEHHBbIN 9-M NepecMoTpom
MexgyHapoaHou knaccudpmkaumm 6onesHen

soc_icd9cm_code*

Koa, NnpnCBOEHHBbIN 9-M NepecMoTpom
MexayHapoaHon knaccudmkaumm 6onesHen,
KIMHMYeckon mogmdukaumm

soc_icd10_code*

Koa, npncBoeHHbIN 10-M nepecmMoTpom
MexgyHapoaHou knaccudpmkaumm 6onesHen

soc_jart code*

Koa, NpnCBOEHHBIN cMCTEMON TEPMUHOB J-ART

1 _soc_hlgt_comp soc_code 8-3HauHbIV kog, Anst 0603HAYEHUSI CUCTEMHO-
OpraHHoro knacca
higt_code 8-3HayHbIV KoA AN 0603HaYeHUs rpynnoBoro

TEPMUHaA BEPXHEro ypoBHA
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HasBaHue HasBaHue nons OnucaHue
Tabnuubl
1 _md_hierarchy pt_code 8-3HauHbIV kopg, Anst 0603Ha4YeHUs
NPeANOYTUTENLHOIO TEPMUHA
hit_code 8-3HauHbIV Kof, Anst 0003Ha4YeHMs TepMUHaA
BEPXHETrO YPOBHS
higt_code 8-3HauHbIV Kopg, Anst 0603HAaYEeHUs rPYMNMOBOro
TEPMUHA BEPXHETO YPOBHSI
soc_code 8-3HayHbIV KoA AN 0603HaYEeHUsA CUCTEMHO-
OpraHHoro kracca
pt name [MonHoe Ha3BaHWe NPeanoYTUTENbHOrO TEPMMHA
hlt_ name [MonHoe Ha3BaHWe TepMMHA BEPXHETO YPOBHS
hlgt_name [MonHoe Ha3BaHWe rpynnoBOro TepMMHa BEPXHEro
YPOBHS
sSoc_name [MonHoe Ha3BaHWE CUCTEMHO-OPraHHOro Knacca
soc_abbrev CokpalleHne CUCTEMHO-OPraHHOro Knacca
null_field 370 none — nycroe
pt_soc_code OCHOBHOW CUCTEMHO-OPraHHbIN Knacc, C KOTOPbIM

CBA3aH I'Ipeﬂ,I'IO‘-ITVITeJ'IbeIIZ TEPMUH

primary_soc_fg

dnaxok yctaHoBneH Ha «[da/HeTt» ons
0603Ha4YeHnss ocHoBHoro SOC

1 soc_intl_order

intl_ord_code

CepuiiHbIi Ko NS MexayHapoaHoro nopsaaka
COPTMPOBKM CUCTEMHO-OPraHHOro Knacca

soc_code

8-3HayHbIl Ko AN 0603HaYeHUs TepMUHa
CUCTEMHO-OPraHHOro Knacca

1 smq_list

smq_code

BocbMm3Ha4yHbIN LMPOBOM KOA, MPUCBOEHHbIN
CTaHOapTM3MpoBaHHOMY 3anpocy MedDRA,
KOTOPbIN HAYMHAETCS C «2».

smq_name

HasBaHwue cTaHaapTM3MpoBaHHOro 3anpoca
MedDRA, Kaxablii CTaHOAPTM3MPOBAHHbIN 3anpoc
MedDRA BbINOMHAET «(CTaHOapTU3NPOBaHHbIN
3anpoc MedDRA)» B KOHLIe Ha3BaHusl.

smq_level

3HauyeHuve oT 1 0o 5, ykasbiBatoLLlee Ha YypOBEHb
CTaHgapTm3mpoBaHHoro 3anpoca MedDRA B
nepapxmn ctTaHa4apTU3NPOBAHHbLIX 3anNpocoB
MedDRA,; 1 — Hanbonee obwuii, 5 — Hanbonee
Y3KUA.

smq_description

OnucaHue cTaHAApPTM3MPOBAHHOIO 3anpoca
MedDRA

smg_source NcTouHuK pa3paboTkm cTaH4apTM3NPOBaHHOTO
3anpoca MedDRA (Hanpumep, CCbINKM Ha
MeOMLMHCKYI0 Nutepartypy).

smqg_note MpumeyaHune ansa nonb3oBarenen, 4Tobbl nyyile

noHMmMaTb 0bnacTe NPUMMEHEHNS U Npouecc
COCTaBleHns cTaHAapTU3MPOBAHHOIO 3anpoca
MedDRA. Bknio4yeHo onncaHne ncnonb3yemoro
anropytMa (B COOTBETCTBYIOLLMX CNy4vasx), a Takke
onpeaerneHne KaTeropum.

MedDRA _version

Bepcna MedDRA gns ncnonb3oBaHUst BMECTE C
3TUM CTaHOAPTM3MPOBaHHLIM 3anpocoMm MedDRA

status

Cratyc ctaHgapTusnposaHHoro 3anpoca MedDRA.
«A» = aKTMBHbIN CTaHOAAPTU3NPOBAHHbLIN 3anpoc
MedDRA; «I» = HeaKTMBHbIN CTaHOAAPTU3NPOBAHHbIN
3anpoc MedDRA

12
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HasBaHue
Tabnuubl

HasBaHue nons

OnucaHue

smq_algorithm

Ecnu ctaHgapTuanpoBaHHbIv 3anpoc MedDRA Obin
COCTaBreH AnNs UCMOMb30BaHWA C anropuTMOoM,
BKIMOYAETCH NOrMYECKUIN TUMN BblpaXKeHUs
anroputMma. «N», ecnu cTaHaapTU3NPOBaHHbLIN
3anpoc MedDRA He ucnomnb3yeT anropuTm.

1 smqg_content smq_code

BocbMU3HauHbIM KOA, NPUCBOEHHBIN
CTaHgapTu3npoBaHHomy 3anpocy MedDRA

term_code

Koa cyb6TepmMuH; aTo MoXeT 6bITb kog ansa PT, LLT
UM AeTCKOro CTaHgapTU3MPOBaHHOMO 3anpoca
MedDRA

term_level

YpoBeHb nepapxuu TepmuHa MedDRA (4 = PT, 5 =
LLT) wnu O (Honb) Ans BeTcKoro
CTaHgapTM3mMpoBaHHoro 3anpoca MedDRA

term_scope

Onpegensiet TepmuH MedDRA B KayecTBe 4neHa
LUMpOKOW obnacTtn npumeHeHus (1), yakon obnacTtu
npuMmeHeHus (2) noncka ctaH4apTU3MPOBAHHOIO
3anpoca MedDRA wnu getckoro
cTaHgapTmampoBaHHoro 3anpoca MedDRA (0)
(Homb)

term_category

Kateropuu npucBanBaetcsa ogHa byksa andasuta,
B 3aBUCMMOCTW OT NPUMEHEHHOro anroputma. Ecnu
B CTaHgapTuanpoBaHHom 3anpoce MedDRA He
NCNonb3ylTCA anropnTMbl, TO BCEM 3HAYEHUAM
Term_category npucsanaeTcs byksa «A». B
cny4yae AeTCKOro ctaHaapTU3npoBaHHOro 3anpoca
MedDRA atomy nonto npuceanBaeTcs bykBa «S».

term_weight

3Ha4YMMOCTb TEPMUHA UCMONb3YETCH B HEKOTOPbIX
anroputmMax ctaHaapTU3NPoOBaHHOTO 3anpoca
MedDRA. «0» Ucnomnb3yeTcs No yMON4aHuio.

term_status

YkasblBaeT Ha TO, YTO TEPMUH SBASETCH aKTUBHbLIM
B CTaHAapTu3mMpoBaHHOM 3anpoce MedDRA vnu
HEeaKTUBHbIM B 3TOM CTaHA4apTU3NPOBaAHHOM
3anpoce MedDRA. Korga TepmuH gobasnsietcs K
cTaHgapTuaupoBaHHoMy 3anpocy MedDRA,
3HavyeHue ycTaHaBnumBaeTcd Ha «A» ansg
0603Ha4YeHns ero kak akTMBHOro. TEpPMUH MOXeET
nomeyartbcs OykBow «I» Ans 0o603HayYeHMs ero Kak
HEaKTUBHOIO, eCri TEPMUH GonbluUe He
ncrnonb3yeTcs B CTaH4apTU3MPOBaHHOM 3anpoce
MedDRA.

term_addition_versi

Onpepenset Bepcuio MedDRA, B KOTOpOM 3TOT

modified_version

on TepMuH 6bin gobaBrneH kK CTaH4apTU3NPOBaHHOMY
3anpocy MedDRA.
term_last_ OnpepensieT Bepcuio MedDRA, B KOTOpOI 3TOT

TEPMUH U3MEHANCS B NOCNeaHW pa3 B 3TOM
cTaHgapTuanpoBaHHoM 3anpoce MedDRA.

Ta6nuua 4-1. OnpeaneneHuns noneu B pannax MedDRA

“Mpumeyarue. HaunHas ¢ Bepcun 15.0 MedDRA, gaHHble B NONsX yHacnegoBaHHbIX KOAOB (T. €.
COSTART, WHO-ART, ICD-9, ICD-9-CM, ICD-10, HARTS n J-ART) 6binun yaaneHsl n3 cainos

MedDRA. Hukakune HasBaHusa TepmmnHoB MedDRA unu kogsl MedDRA He MeHAnuCh U He yaananueb, a

Takke He MeHsanack CTpyktypa dannos MedDRA. YaaneHue KOgoB OTpaXeHo B NOCreAoBaTEeNbHbIX
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OnpepeneHue Tabnuubl

dannax MedDRA Bepcuu 15.0. Cnucok TepmuHoB MedDRA ¢ yaaneHHbIMn kogamu ecTb Ha Beb-carite

MedDRA (TpebyeTcs norvH) ansa nonyveHus cnpaeku nonb3oatenamu MedDRA.
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O6beanHeHns Tabnuy

5. OBbEOUHEHUA TABINNL

B aTom pasgene onucbiBatoTca 06beanHeHnsa Tabnmy, MedDRA, cocTaBneHHbIX C
nomoLupbto cxembl MedDRA. B 6a3e gaHHbIX 06beanHnTe none, ykazaHHoe Ans
Tabnuubl 1, ¢ nonem, ykasaHHbIM ans Tabnuubl 2.

O6beanHuTte O6beanHuTte HasBaHue nons HasBaHue nons
Tabnuuy 1 Tabnuuy 2 Tabnuubl 1 Tabnuubl 2
1 hlt _pref comp 1 pref term pt_code pt_code

1 md_hierarchy 1 low_level term pt_code pt_code

1 pref term 1 low_level term pt_code pt_code

1 higt_hlt comp 1 hlt_pref term hit_code hit_code

1 higt_hlt comp 1 higt_pref term higt_code higt_code

1 soc _hlgt comp 1 higt_pref term higt_code higt_code

1 soc term 1 soc hlgt comp soc_code soc_code

1 _md_hierarchy 1 pref_term pt_code pt_code

1 hlt_pref _comp 1 hlt_pref term hilt_code hlt_code

1 soc_term 1 pref_term soc_code pt_soc_code
1 soc_intl_order 1 soc_term soc_code soc_code

1 smq_list 1 smg_content smg_code smg_code
1 smq_list 1 smg_content smg_code term_code
1 pref_term 1 smg_content pt_code term_code
1 low_level term 1 smg_content lIt_code term_code

Tabnuua 5-1. O6bLegnHeHus

Mexay KaxabiM u3 cannos

[okyMeHT ¢ ykasaHneM popmMaToB AncTpubyTueHbix hannos MedDRA Bepcun 28.0

Mapt 2025 .
001207

15



Mopaenb AaHHbIX

6. MOAEJNb OAHHbIX

B mogenu gaHHbix MedDRA nokasaHbl Bce Tabnuubl 1 00beanHeHns Tabnuu, ans
nonHon 6a3bl AaHHbIXx MedDRA. CpaBHuTe 3Ty MOAENb C pensaumnoHHon 6a3on AaHHbIX,
co3gaHHon n3 cxembl MedDRA 1 06begmnHeHnnn Tabnuy, B Lensax odbecneyeHms

TOYHOCTMW.

soc_code

pt_soc_code

pt_code

soc_code

soc_code

hlgt_code

higt_code

hlt_code

hit_code

pt_codie

lit_code

pt_code

pt_code

e

smq_code

smq_code
term_cod

term_code

PucyHok 6-1. Mogenb aaHHbIXx MedDRA
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UHdopmauumsa o nocnegoBaTenbHbIX hannax

7. NLHOOPMALMA O NOCNEAOBATENbHbIX ®AUNAX

B aTom pasgene nepeuncneHsl nocnegoBatenbHble dannsl MedDRA. Kaxagbin
nocrnegoBaTenbHbI hann npeacraBnseT cobon paclwmpeHHbin opmat davina ASCII
ANS aHIMUACKOTo s3blka U NepeBoAoB Ha 60MbLUMHCTBO 3anagHOEBPONENCKUX A3bIKOB.
[ns Bcex ocTtanbHbIX NOAAEPXKMBAEMBIX A3bIKOB UCNonb3yetcs dpopmat danna UTF-8.
B Tabnuue 7-1 nepeuncnsotca nocrnegoBaTtenbHble ansbl M acCOLUMPOBaHHbIE
Tabnuubl MedDRA. KonnyectBo 3anuncen B garnnax, npMeeaeHHbIX B Tabnuue 7-1 ons
AAHHOro BbINyCKa, COAEPXXUTCS B COOTBETCTBYHOLLEM AOKYMEHTE «YTO HOBOro» Ans
3TOro BbINycKa.

"MHpopmaumsa o0 KoNMYecTBe 3anuceit B BbileyKkasaHHbIX dannax CoaepXuTcs B

HassaHue daina’ Ta6nuua MedDRA
higt.seq 1 higt_pref term
higt_hlt.seq 1 hlgt_hlt_comp
hit.seq 1 hit_pref_term
hit_pt.seq 1 hlt_pref_comp
llt.seq 1 low_level term
mdhier.seq 1 md_ hierarchy
pt.seq 1 pref term
soc.seq 1 soc_term
soc_hlgt.seq 1 soc_hlgt_comp
intl_ord.seq 1 soc_intl_order

Ta6nuua 7-1. NocnepoBaTtenbHble ¢hannbl MedDRA

AOKyMeHTe «4TO HOBOro».
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OnucaHusa nocnepoBaTenbHbIX hannoB MedDRA

8. OMUCAHUA NOCNEQOBATEJIbHbIX ®AUTOB MedDRA

B aTom pasgene onucbiBatoTca nocnegosatenbHble doannsl MedDRA.
lMocnepoBaTtesnbHble ansbl Bbinycka MedDRA cogepxaT TONbKO 3anvcu, KoTopble
N3MEHNNNUCb C MOMEHTa nocnegHero Boinycka MedDRA. Kaxabin dann coctouT ua
3anucen, cogepkalumx gaTy BepcmMm HOBOTO BbiNyCKa M Kog A4ENCTBMSA, 0603HavatoLwmm,
4YTO 3anuckb Bbina nmbo «A» — gobaeneHa, «D» — yaaneHa nnbo «M» — nameHeHa.
[MocnepoBaTtesnbHblE hansibl MOTYT ONpeaeniaTbCa No paclUMPEHUIO *.seq B Ha3BaHUK
granna. HassaHus hannioB COOTBETCTBYIOT pansiam ¢ cucTemMaTuanpoBaHHbIMU
00beanHeHHbIMM AaHHbIMM MedDRA, KOTOpble Takke pacnpoCTPaHSAKTCA C
pas3peLlueHnem *.asc.

Mone «mod_fld_num» B TpeTben YyacTu Kaxkgown 3anmcu ykasbliBaeT Ha To, Kakoe (-ue)
nose (-9) MeHANUCcb. ATO Nnorse 3anosIHEHO TOMbKO ANS 3anucen ¢ KoLOM OeNCTBUSA
«My». [1nga 3anucen, koTopble He coaepxaT BykBy «M» B none gencreus, none
«mod_fld_num>» octaBneHo He3anonHeHHbIM ($$). 3anucum ¢ HeckonbkNMMK
N3MEHEHHbIMU MOMSIMU CoaepXXaT HECKOSTbKO Yncen B 3TOM HOBOM Mosie, pasgeneHHOM
npo6enowm, Hanpumvep ($5 7$).

HasBaHuve (hanna, HassaHus nonen n atpubyTbl Nonen Ansa Kaxxaoro
nocnegoBaTenbHoro cdanna MedDRA npeacTtasneHbl HXe. OnpeaeneHus nonemn
npusegeHbl B criefyowemM pasgene aToro AokymeHTa. onsa gaHHbIX NnpeacTaBrersl C
pasgenutenamu «$». B Hayane nepBoro nons HeT pasgenuTens «$», ogHako 3a
nocrnegHMM nonem cTouT pasgenutens «$». HazBaHusa nonen ykasaHbl B nopsake, B
KOTOPOM OHW NpeacTaBreHbl B hanne. 3a UCKMOYEHNEM NEPBLIX TPEX NOMEN Ha dann,
3TN dpannbl UMEKOT TaKyHo e CTPYKTYpPY, YTO 1 dhannbl ¢ gaHHbIMM MedDRA (cm.
pasgen 3 «CXEMA MedDRA» B 3TOM AOKYMEHTE AN MOSyYeHUs1 4OMONHNTENbHON
MHdopMauun).

HasBaHue nonen ATpunGyTbI Nons

It version date Jarta, He nycToe 3HavyeHue, A4.MM.ITIT
lIit_action_code CUMBOMbHbIN TUN (1), He NycToe 3HaYeHue
It mod fld num CUMBOMbHbIN TUN (20)

It code OJIMHHOE Llenoe, He NyCcToe 3HavyeHne
lIt_name cnmBOMbHbIN TUN (100), He NycToe 3HayYeHne
pt_code ONVHHOE Lenoe

lIt_whoart_code CUMBOMBHbLIN TUN (7)

lIit_harts code ONVHHOE Lenoe

lIt_costart sym CUMBOMBHbIN TUN (21)

lIt_icd9 _code CUMBOMbHbLIN TUN (8)

lIt_icd9cm_code CUMBOMbHbLIN TUN (8)

lIt_icd10 code CUMBOMbHbLIN TUN (8)

lIit_currency CUMBOMBHbIN TYN (1)

lIt_jart code CUMBOMBHbLIN TUN (6)

Ta6bnuua 8-1. NocnepoBaTenbHbIM pann MedDRA: llt.seq
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OnucaHusa nocnepoBaTenbHbIX hannoB MedDRA

HasBaHue nonen

ATpuGyTbI Nons

pt_version_date

4aTa, He NycToe 3HavYeHune, A4.MM.ITIT

pt_action_code

CMMBONbHbIV TUN (1), He NycToe 3Ha4YeHue

pt_ mod _fld_num

CMMBONbHbLIV TUN (20)

pt_code ANVHHOE Lienoe, He NycToe 3HavYeHne
pt_name CMMBONbHbIV TUN (100), HEe NycToe 3HaYeHue
null_field CVMMBOJbHbIV TUN (1)

pt_soc code ONMHHOE Lienoe

pt whoart_code

CVMMBOJbHbIV TUN (7)

pt_harts _code

JNMHHOE Lienoe

pt_costart_sym

CYMBONbHbIV TUN (21)

pt_icd9 code

CVMMBOJIbHbIV TUN (8)

pt_icd9cm_code

CVMMBOJIbHbIV TUN (8)

pt_icd10_code

CVMMBOJIbHbIV TUN (8)

pt_jart code

CVYMBOJIbHbIV TUN (6)

Ta6bnuua 8-2. NocnepoBaTtenbHbIN pann MedDRA: pt.seq

HasBaHue nonen

ATpubyTbl Nons

hit version_date

gaTta, He nycTtoe 3Ha4vyeHune, oa.MM.ITrr

hit_action_code

CUMBOSbHbIN TUN (1), HE NyCToe 3HaYeHne

hit mod_fld num

CUMBOSbHbIN TUN (20)

hit code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

hlt name

cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue

hit whoart code

CUMBOSbHbIN TUN (7)

hit_harts code

ONVHHOE Liernoe

hlt_costart sym

CUMBOJbHbIN TUN (21)

hit icd9 code

CUMBOMbHbLIN TUN (8)

hit icd9cm_code

CUMBOMbHbLIN TUN (8)

hit icd10 code

CUMBOMbHbLIN TUN (8)

hit_jart_code

CUMBOMbHbIN TUN (6)

Ta6bnuua 8-3. NocnepoBaTtenbHbIM pann MedDRA: hit.seq

HasBaHue nonen

ATpunbGyTbI Nons

h_p_version_date

faTa, He NycToe 3HavYeHune, A4.MM.ITIT

h_p_action_code

CMMBONbHbIV TUN (1), He NycToe 3HavyeHune

h_p_mod_fld_num

CMMBONbHbIV TUN (20)

hit code

OJTMHHOE Uernoe, He NyCcToe 3HavyeHune

pt_code

OJTMHHOE Uernoe, He NyCcToe 3HavyeHune

Ta6nuua 8-4. NocnepoBatenbHbIN thann MedDRA: hlt_pt.seq
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OnucaHusa nocnepoBaTenbHbIX hannoB MedDRA

HasBaHue nonen

ATpuGyTbI Nons

higt_version_date

4aTa, He NycToe 3HavYeHune, A4.MM.ITIT

higt_action_code

CVMMBOJbHbIV TUN (1)

higt mod _fld_num

CMMBONbHbLIV TUN (20)

higt_code

OJTMHHOE Uernoe, He NyCcToe 3HavyeHune

higt_name

CMMBONbHbIV TUN (100), HEe NycToe 3HaYeHue

higt_whoart_code

CVMMBOJbHbIV TUN (7)

higt_harts_code

JNMHHOE Lienoe

higt_costart_sym

CYMBONbHbIV TUN (21)

higt_icd9_code

CVMMBOJIbHbIV TUN (8)

higt_icd9cm_code

CVMMBOJIbHbIV TUN (8)

higt_icd10_code

CVMMBOJIbHbIV TUN (8)

higt_jart_code

CVMMBOJbHbIV TUN (6)

Ta6bnuua 8-5. NocneposaTtenbHbIN cpann MedDRA: higt.seq

HasBaHue nonen

ATpubyTbl Nons

h _h version date

garta, He nyctoe 3Ha4vyeHune, oa.MM.ITrr

h _h_action code

CUMBOJbHbIN TUN (1), HE NyCToe 3HaYeHne

h h mod fld num

CUMBOSbHbIN TUN (20)

Higt code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

hit code

OJIMHHOE LieJioe, He NyCToe 3Ha4YeHne

Ta6bnuua 8-6. NocnepoBaTtenbHbIM pann MedDRA: higt_hlt.seq

HasBaHue nonen

ATpunGyTbI Nons

soc_version_date

garta, He nycrtoe 3HayvyeHue, ga.MM.Irrr

soc_action_code

CUMBOMbHBLIN TUN (1), He NycToe 3HaYeHue

soc_mod_fld num

CUMBOMbHbIN TUN (20)

soc_ code ANVHHOE Llenoe, He NycToe 3HayeHue
soc_name cmBOnbHbIN TUN (100), He NycToe 3HayYeHne
soc_abbrev cumBonbHbIn TUN (5), He NycToe 3HaYeHue

soc_whoart_code

CUMBOMbHbIN TUN (7)

soc_harts_code

ONVHHOE Liernoe

soc_costart_sym

CUMBOMbHbIN TUN (21)

soc_icd9 code

CUMBOMbHbIN TUN (8)

soc_icd9cm_code

CUMBOMbHbIN TUN (8)

soc_icd10 code

CUMBOMbHbIN TUN (8)

soc_jart_code

CUMBOMbHbLIN TUN (6)

Ta6bnuua 8-7. NMocnepoBaTtenbHbIN hann MedDRA: soc.seq
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OnucaHusa nocnepoBaTenbHbIX hannoB MedDRA

HasBaHue nonen

ATpuGyTbI Nons

s _h version date

4aTa, He NycToe 3HavYeHune, A4.MM.ITIT

s _h action code

CMMBONbHbIV TUN (1), He NycToe 3Ha4YeHue

s_h mod fld num

CMMBONbHbLIV TUN (20)

soc_code

OJTMHHOE Uernoe, He NyCcToe 3HavyeHune

higt_code

OJTMHHOE Uernoe, He NyCcToe 3HavyeHne

Ta6nuua 8-8. NMocnepoBatenbHbIK hann MedDRA: soc_hlgt.seq

HasBaHue nonen ATpubyThbl Nons

md_version date Aarta, He nycToe 3HaveHue, oa.MM.ITIr
md_action_code CUMBOJIbHBI TUN (1), HEe NyCToe 3Ha4YeHne
md _mod_fld num cMBOJIbHbIN TUN (20)

pt_code ONVHHOE LIenoe, He NyCcToe 3HaYeHune

hit _code OJIMHHOE Lienoe, He NycToe 3HayYeHne

higt _code OJIMHHOE Lienoe, He NycToe 3HayYeHne
soc_code ONVHHOE LIenoe, He NycToe 3HavyeHne

pt name cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue
hlt name cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue
higt nhame cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue
SOC_name cumBosbHbIN TUN (100), He NycToe 3Ha4YeHue
soc_abbrev cumBosbHbIN TUN (5), HE NyCTOEe 3HaYeHne
null_field CUMBOSbHbIN TKN (1)

pt soc code OJIMHHOE Lenoe

primary soc fg CUMBOSbHbIN TKN (1)

Ta6bnuua 8-9. NocnepoBaTtenbHbIM pann MedDRA: mdhier.seq

HasBaHue nonen

ATpunGyTbI Nons

Intl_ord version date

garta, He nyctoe 3HayvyeHue, ga.MM.Irrr

Intl_ord action_code

CUMBOMbHbIN TUN (1), He NycToe 3HaYeHue

Intl_ ord mod fld hum

CUMBOMbHbIN TUN (20)

Intl_ord code

OJIMHHOE Uernoe, He NyCToe 3HavYeHune

soc_code

OJIMHHOE Uernoe, He NyCToe 3HavYeHune

Ta6bnuua 8-10. NocnepoBaTenbHbIK hann MedDRA: intl_ord.seq
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On peaeneHna nocnegoBaTesibHbIX nonen

9. OMPEAENEHUA NOCNEQOBATENbHbIX NOJEN

B aTom pasgene gaetcsa onpeneneHve nonen B Kaxxgom nocnegosaTenibHOM hanne

MedDRA.
HasBaHus HasBaHue nonen OnucaHue
c¢annos
lIit.seq lIit_version_date [Iara, korga 6bina BbinyweHa Bepcus MedDRA,
448.MM.ITTT.
lIt_action_code Yka3blBaeT Ha TO, YTO 3anuck bbina gobasneHa,
yganeHa nnbo n3ameHeHa.
lIt_mod_fld_num Yka3blBaeT Ha HOMep Norns Ansi KaXaoro noss,
KOTOPbIN MEHSIETCS, KOr4a 3anMcb COOEPXKUT ByKBY
«M» B none gencteus 3anmcu. 3anncy, KoTopble He
cogepxat byksy «M» B none gencreusa oyayT
OCTaBneHbl NyCTbiMW. [nsi nony4eHuns
AONONHUTENbHON MHdopMaumm cM. pasgen 8.
lIt_code 8-3HayHbIV koA AN 0603HaYEeHUs TEPMUHA HUXKHETO
YPOBHS
lIit_name [MonHoe Ha3BaHWe TepMMHA HUXKHEIO YPOBHS
pt_code 8-3HauyHbIV kog, ANnst 0603HaYeHNs NPeanoYTUTENBHOMO
TEpMUHA
lIt_whoart_code Kon, NnpucBOEHHbIN cUCTEMON TEPMUHOBO
WHO-ART
lIit_harts_code Kog, npncBoeHHbIN cuctemon TepmmHoB© HARTS
lIt_costart_sym CumBon, NPUCBOEHHBIV CUCTEMON TEPMUHOBO
COSTART
lIt_icd9_code Koa, npncBOEHHbIN 9-M NepecMoTpoMm
MexagyHapogHon knaccudpmkaumm 6onesHen, MKb-9©
lIt_icd9cm_code Kon, npncBOEHHbIN 9-M NepecMoTpoMm
MexayHapogHow knaccudukalmm bonesHen,
KnuHmyeckon mogmdumkaumm, MKB-9-KM©
lIt_icd10_code Kog, npuceoeHHbIn 10-M nepecMoTpom
MexagyHapogHown knaccudukaumm 6onesHen, MKb-
100
lIt_currency YkasblBaeT, ABNsieTcs N1 TePMUH HUKHETO YPOBHS
aKTyasbHbIM MW YCTapEBLUMM
lIt_jart_code Ko, NnpucBoeHHbIN cuctemon TepmnHos J-ART
pt.seq pt_version_date [Hara, korga 6bina BbinyweHa Bepcus MedDRA,
O40.MM.ITTT.
pt_action_code YkasblBaeT Ha TO, YTO 3anuck 6bina gobasneHa,
yganeHa nnbo n3ameHeHa.
pt_mod_fld_num YkasblBaeT Ha HOMep Nond ANsi Kax4oro nons,
KOTOPbIN MEHSIETCS, KOoraa 3anncb CooepXnT OyKBY
«M» B none gencraug sanucu. 3anucu, KoTopble He
copepxat OykBy «M» B none gencteus dyayTt
OCTaBneHbl NyCTbIMW. [Nsi nony4yeHuns
OONONHNUTENBHON MHdOpMaLMK CM. pasgen 8.
pt_code 8-3HayHbIV KoA AN 0603HaYeHUs NPeanoYTUTENBHOIO
TepMUHa
pt_name lMonHoe Ha3BaHWe NPeanoYTUTENBHOIO TEPMUHA
Null_field 310 none — nycroe
pt_soc_code OCHOBHOW CUCTEMHO-OPraHHbIN KNnacc, ¢ KOTOPbIM
CBsi3aH NpeanoYTUTENbHbIN TEPMUH
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On peaeneHna nocnegoBaTesibHbIX nonen

Ha3BaHus Ha3BaHue nonen OnucaHue
¢annos
pt whoart_code Kog, npucBoeHHbIn cuctemon TepmmHos WHO-ART
pt_harts code Kog, npucBoeHHbIn cuctemort TepmmHos HARTS
pt_costart_sym CvmBon, NPUCBOEHHbI CUCTEMON TEPMUHOB
COSTART
pt_icd9_code Koa, npnCcBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukaumm donesHemn
pt_icd9cm_code Koa, NnpncBOEHHbIN 9-M NepecMoTpoMm
MexayHapogHow knaccudukaumm bonesHen,
KIIMHMYeckon mogmdumkaumm
pt_icd10_code Kon, npncBoeHHbIn 10-M nepecMoTpoM
MexayHapogHow knaccudukaumm donesHemn
pt jart code Koa, NpnCBOEHHbIN CMCTEMOM TEPMUHOB J-ART
hit.seq hit_version_date Hara, korga 6bina BbinyweHa Bepcus MedDRA,
O48.MM.ITTT.
hlt_action_code YkasblBaeT Ha TO, 4YTO 3anuckb bbina gobasneHa,
yganeHa nnmbo n3ameHeHa.
hit_mod_fld_num YkasblBaeT Ha HOMep Nond ANs KaxX4oro noss,
KOTOPbIN MEHsIeTCA, Koraa 3anvMcb CoaepXuT Bykay
«M» B none gencraug 3anucu. 3anmcu, KOTopble He
cogepxat byksy «M» B none gencreusa oyayT
OoCTaBneHbl NycTbiMn. [Ina nonyvyeHus
AONONHUTENbHON MHdOopMaumm cM. pasgen 8.
hit_code 8-3HauyHbIV KOA, ANst 0603HAYEHUS TEPMUHA BEPXHETO
YPOBHS
hit_ name [MonHoe Ha3BaHWe TepMMHA BEPXHETO YPOBHS
hit whoart code Koa, npncBoeHHbIN cuctemon TepmuHos WHO-ART
hit_harts code Koa, NpncBOEHHbIN cuctemorn TepmuHos HARTS
hlt_costart_sym CumBon, NPUCBOEHHBIN CUCTEMOM TEPMUHOB
COSTART
hit_icd9_code Koa, NpnCcBOEHHBIN 9-M NepecMoTpom
MexagyHapogHou knaccudpmkaumm 6onesHen
hlt_icd9cm_code Koa, NnpnCcBOEHHBIN 9-M NepecMoTpom
MexagyHapoaHon knaccudmkaumm 6onesHen,
KIIMHMYeckon mogmdumkaumm
hit_icd10_code Koa, npncBoeHHbIN 10-M nepecmMoTpom
MexgyHapogHou knaccudpmkaumm 6onesHen
hit_jart_code Koa, NpnCBOEHHBbIN cMCTEMOM TEPMUHOB J-ART
hit_pt.seq h_p_version_date Harta, korga 6bina BbinyweHa Bepcust MedDRA,
O40.MM.ITTT.
h_p_action_code YKasblBaeT Ha TO, YTO 3anuchb bbina gobasneHa,
yaaneHa nnbo n3ameHeHa.
h_p_mod_fld_num YkasblBaeT Ha HOMep nornsa AN Kaxgoro nons,
KOTOPbIN MEHSAETCH, KOrga 3anncb CoaepXnT OykBy
«M» B none gencreus 3anucu. 3anmcu, KoTopble He
cogepxart bykBy «M» B none gencteus dyayTt
OCTaBneHbl NycTbiMW. [Nsi nony4yeHuns
OONONHUTENBHON MHdOpMaLMK CM. pasgen 8.
hit_code 8-3HauHbIV Kog, Anst 0603HAYEHUS TEPMUHA BEPXHEro
YPOBHS
pt_code 8-3HayHbIV KoA AN 0603HaYeHUs NPeanoYTUTENBHOIO
TEpPMUHA
higt.seq higt_version_date Harta, korga 6bina BbinyweHa Bepcust MedDRA,
O48.MM.ITTT.
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On peaeneHna nocnegoBaTesibHbIX nonen

Ha3BaHus
¢annos

Ha3BaHue nonen

OnucaHue

hlgt_action_code

YKasblBaeT Ha TO, YTO 3anuchb Obina AobaBnexa,
yaaneHa nnbo n3ameHeHa.

higt_mod_fld_num

YKasblBaeT Ha HOMep Monsa Ans Kaaoro nons,
KOTOpPbI MEHSAETCH, Koraa 3anncb CoaepXnUT OYKBY
«M» B none aencTeus aanucu. 3anucu, KOTopble He
copepxart 6yksy «M» B none aencTeus GyaoyT
ocTaBrneHbl NycTbiMU. ONA Nony4YyeHns
JA0MNONMHUTENbHOW MHdOPMaLIMK CM. pasaen 8.

higt_code

8-3HauHbIii Kog Anst 0603HaYeHUs TPYMNMNOBOro
TEpMUHA BEPXHErO YPOBHS

higt_name

MonHoe Ha3BaHwWe rpynnoBoro TEpMUHa BEPXHEro
YPOBHS

higt_whoart_code

Kog, npucBoeHHbIn cuctemon Tepmmios WHO-ART

higt_harts_code

Kog, npucBoeHHbIn cuctemont TepmmHos HARTS

higt_costart_sym

CvmBOn, NPUCBOEHHBIN CUCTEMOWN TEPMUHOB
COSTART

hlgt_icd9_code

Ko, npucBOeHHbIN 9-M nepecMoTpom
MexayHapogHomn knaccudmkaumm 6onesHen

hlgt_icd9cm_code

Ko, npucBOeHHbIN 9-M NnepecMoTpom
MexagyHapogHow knaccudukalmm bonesHen,
KNUHMYeCKkon mogmdukaumm

hlgt_icd10_code

Koa, npuceoeHHbIn 10-M nepecMoTpom
MexayHapogHon knaccudukaumm 6onesHemn

higt jart code

Koa, NpnCBOEHHbIN cMCTEMOM TEPMUHOB J-ART

higt_hlt.seq

h_h_version_date

Hara, korga 6bina BbinyweHa Bepcus MedDRA,
O0.MM.ITTT.

h_h_action_code

YkasblBaeT Ha TO, YTO 3anuckb bbina gobasneHa,
yganeHa nmMbo n3mMeHeHa.

h_h_mod_fld_num

YKasblBaeT Ha HOMep Nons Ans Kaxxaoro rnons,
KOTOpPbIA MEHSAETCSA, KOoraa 3anncb COaepXnT BykBy
«M» B none gencTens 3anmcu. 3anncu, KoTopble He
copepxat 6yksy «M» B none gencreuns 6yayT
ocTaBrneHbl nycTeiMn. [1na nonyvyeHus
AOMonHUTEerNnbHON nHdopmMaLmm cM. pasgen 8.

hlgt_code

8-3HauyHbIV kof, ANnst 0603HAYEeHUS rPpyMnMnoBOro
TEPMUHA BEPXHEr0 YPOBHA

hit_code

8-3HauyHbIV kog, Anst 0603HAYEHUA TEPMUHA BEPXHETO
YPOBHS

soc.seq

soc_version_date

Hara, korga 6bina BbinyweHa Bepcus MedDRA,
O0.MM.ITTT.

soc_action_code

YkasblBaeT Ha To, YTO 3anucb bbina gobdasneHa,
yganeHa nu6o nsmeHeHa.

soc_mod_fld_num

YkasblBaeT Ha HOMep Mo ANst KaXaoro nons,
KOTOPbIN MEHSIETCS, KOoraa 3anncb CooepXnT OyKBY
«M» B none gencrteua 3annucu. 3anncu, KOTopble He
copepxat 0ykBy «M» B none gencteus dyayTt
OCTaBneHbl NycTbiMW. [Nsi nony4eHuns
AononHuUTenbHoM nHdopmMaumm cM. pasgen 8.

soc_ code

8-3HauHbI Kog AN 0603HaYEeHUs CUCTEMHO-
opraHHoro knacca

SOC_name

[MonHoe Ha3BaHWEe CUCTEMHO-OPraHHOro Knacca

soc_abbrev

COKpau.\eHme CUCTEMHO-0praHHOro Kracca

soc_whoart_code

Kog, npuceoeHHbIn cuctemor TepmmHos WHO-ART
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On peaeneHna nocnegoBaTesibHbIX nonen

Ha3BaHus Ha3BaHue nonen OnucaHue
¢annos
soc_harts code Koa, npncBOeHHbIN cuctemon TepmuHoB HARTS
soc_costart_sym CvmBon, NPUCBOEHHbI CUCTEMON TEPMUHOB
COSTART
soc_icd9 code Koa, npnCcBOEHHbIN 9-M NepecMoTpom
MexayHapogHow knaccudukaumm donesHemn
soc_icd9cm_code Koa, NnpncBOEHHbIN 9-M NepecMoTpoMm
MexayHapogHow knaccudukaumm bonesHen,
KIIMHMYeckon mogmdumkaumm
soc_icd10_code Kon, npncBoeHHbIn 10-M nepecMoTpoM
MexayHapogHow knaccudukaumm donesHemn
soc_jart code Koa, NpnCBOEHHbIN CMCTEMOM TEPMUHOB J-ART
soc_hlgt.seq s_h_version_date [Iara, korga 6bina BbinyweHa Bepcus MedDRA,
O48.MM.ITTT.
s_h_action_code YkasblBaeT Ha TO, 4YTO 3anuckb bbina gobasneHa,
yganeHa nnmbo n3ameHeHa.
s_h_mod_fld_num YkasblBaeT Ha HOMep Nond ANs KaxX4oro noss,
KOTOPbIN MEHSsIeTCA, Koraa 3anvMcb CoaepXuT Bykay
«M» B none gencraug 3anucu. 3anmcu, KOTopble He
cogepxat byksy «M» B none gencreusa oyayT
OoCTaBneHbl NycTbiMn. [Ina nonyvyeHus
AONONHUTENbHON MHdopMaumm cM. pasgen 8.
soc_code 8-3HauyHbIV kog, ANnst 0603HAYEHUS CUCTEMHO-
OpraHHoro knacca
higt_code 8-3HauHbIV Kog, Anst 0603HAaYEeHUS FPYMNMNOBOro
TEPMUHa BEPXHErO YPOBHS
md_hier.seq md_version_date Hara, korga 6bina BbinyweHa Bepcus MedDRA,

O0.MM.ITTT.

md_action_code

YkasblBaeT Ha TO, YTO 3anuckb bbina gobasneHa,
yganeHa nmbo N3MeHeHa.

md_mod_fld_num

YKasblBaeT Ha HOMep Nons Ans KaXxaoro rnons,
KOTOpPbIA MEHSAETCS, KOraa 3anncb CoaepXuT BykBy
«M» B none gencTens 3anmcu. 3anncu, KoTopble He
cogepxat oyksy «M» B none gencreusa oyayT
ocTaBrneHbl nycTeiMn. [1na nonyvyeHus
AOnonHuUTerNnbHON nHdopmaumm cM. pasgen 8.

pt_code 8-3HauyHbIV kog, ANst 0603HAaYeHUs NPeanoYTUTENBHOMO
TepMuHa

hit_code 8-3HauyHbIV kog, Anst 0603HAYEHUA TEPMUHA BEPXHETO
YPOBHS

hlgt_code 8-3HayHbIV koA AN 0603HayYeHUs rpynnoBoro
TEPMUHA BEPXHEIO YPOBHS

soc_code 8-3HayHbIV KoA AN 0603HaYeHUsA CUCTEMHO-
OpraHHoro knacca

pt_name lMonHoe Ha3BaHWe NPeanoYTUTENBHOrO TEPMMHA

hlt_name lMonHoe Ha3BaHWe TepMMHA BEPXHENO YPOBHS

higt_name lMonHoe Ha3BaHWe rpynnoBOro TEpMMHa BEPXHETO
YPOBHS

soc_name [MonHoe Ha3BaHWe CUCTEMHO-OPraHHOro Knacca

soc_abbrev CokpalleHre CMCTEMHO-OPraHHOro Knacca

null_field 3710 none — nycroe

pt_soc_code

OCHOBHONCMCTEMHO-OPraHHbIN KIlacc, C KOTOPbIM
CBsi3aH NpeanoyTUTENbHbIA TEPMUH
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On peaeneHna nocnegoBaTesibHbIX nonen

Ha3BaHus Ha3BaHue nonen OnucaHue
¢annos
primary_soc_fg dnaxok yctaHoBneH Ha «[a/HeT» ans o6o3HayeHus
ocHoBHoro SOC
Intl_ord.seq intl_ord_version_date | JaTta, korga 6bina BeinylieHa sepcua MedDRA,

O0.MM.ITTT.

Intl_ord_action_code

Yka3blBaeT Ha TO, YTO 3anuck bbina gobaeneHa,
yaarnieHa nmMbo n3mMeHeHa.

Intl_ord_mod_fld_nu
m

YkasblBaeT Ha HOMep Mons ANs KaX4oro rnons,
KOTOPbIA MEHSIETCS, KOFA4a 3anucb COAEPXKUT BYKBY
«M» B none gencTBuUsi 3anmcu. 3anucu, KoTopblie He
coaepxat GykBy «M» B none gencTeusa GyayTt
OCTaBJfiEHbl NMYCTbIMU.

intl_ord_code CepuiiHbIn Ko4 Ans MeXxayHapoaHOro nopsigka
coptnpoBkn SOC
soc_code 8-3HayHbIV KOf, ANsl CUCTEMHO-OPraHHOro Knacca

Ta6bnuua 9-1. OnpeageneHus noneun B nocriegoBaTeNbHbIX (hannax
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