AKkciju sabiedriba «RIGAS FARMACEITISKA FABRIKA»

OroBopka IIpuBaTHOCTH, €CJIM MEPCOHAJIbHBbIE TAHHbIE ObLIH MOJYy4Y€eHbI OT
Cy0beKkTa TaHHBIX

S kak Cyﬁ'beKT AAaHHBIX NOATBEPIKIAK0, UTO leOI/IH(l)OpMI/IPOBaH 0 TOM, 4YTO:

Oo6mas uapopmanus

1. Lenwro Hacrosimed oroBopku (maiee — OroBopka) coryiacHo cratee 12 u 13
OOmiero peraamMeHTa IO 3allUTe NEepPCOHANBHHIX AaHHBIX! (mamee — OP3]I)
SBJIAETCS IpPENOCTaBlIieHnEe WH(POpMaluu O TOM, YTO HPOBOAMTCA 00paboTKa
MePCOHANIBHBIX JAaHHBIX PEropTepoB O MoOOYHBIX A dekrax nexapcTtB Akciju
sabiedriba (AS) «RIGAS FARMACEITISKA FABRIKA», perucrpanronnblii Ne
40003000765, (mamee — OOmectBo) (0 nelcTBUAX ¢  uHOOpMaIUei
UICHTH(PUIMPOBAHHBIX I WACHTU(DHUIUPYEMBbIX (DH3MYECKHX JHII), KOTOpas
MPOBOAUTCS TPU TMOJIYYEHHUH OT TAlMEeHTOB, WX NpPEICTaBUTENIed WU
CIEIMAIMCTOB IO YXOJIy 3a 3J0POBbEM COOOMICHWH O TOOOYHBIX 3PdeKTax
neKkapcTBeHHbIX npenapatoB OOmiecTBa (ganee — CoobiieHue).

2. OOwiecTBO BBICOKO LIEHUT TPeOOBaHUS 10 3alllUTE IMEPCOHANbHBIX JAHHBIX U
Hactosameir OroBopkoil MpeaocTaBisieT HMHPOPMALMIO i  TOTO, YTOOBI
OCBEIOMHUTEIIO 0 TOOOYHBIX A PeKTax JiekapcTBa ObUIO MOHSATHO, UTO, JIJIS1 YeTO U
KakuM 00pa3oM COBEpIIAeTCs C MEePCOHANBHBIMH JaHHBIMU. Takum 00pazom
OOmiecTBO B YCTAaHOBJICHHOM B HOPMATHUBHBIX aKTaxX TOpPsIKE OOecredynBaeT
HaI30p 0e3omacHOCTH ynoTpeOaeHus JIEKapCTBEHHBIX npernapaToB
(bapmakonaazop).

3. Vnomsuyteie B OroBopke TEpPMHHBI — «KOHTPOIEP», «OO0pabOTYUKY,
«TIepCOHANIFHBIE JTAaHHBIE», «00pPadOTKa», «CYOBEKT JaHHBIX» HCIIOJIE30BAaHBI B
TOM 3Ha4€HUH, KOTOpOe omnpeneneHo B crarbe 4 OP3 /1.

Kontposep - Buaagenen IlepconanbHbIx JIaHHBIX — OTBETCTBEHHBIH 3a
00padoTKy
4. AS «RIGAS FARMACEITISKA FABRIKA», peructpainoHabii  Ne
40003000765 (Oo6mectBo). KonrtaktHeie manHble Brnagenbmna I[lepcoHanbHBIX
JIaHHBIX JUTSI BBIICHEHUS! BOIIPOCOB MO 3aIIUTE MEPCOHANBHBIX JaHHBIX:
4.1 FOpunnueckuii anpec: ynuua O3zomny 10, Pura, LV-1005
4.2 Anpec s1. noutsl: dpo@repharm.lv rff@rff.lv;
4.3 Tenedon: +37167355550, +37120002661

Cy0beKkTbl [JaHHBIX, NEPCOHAJbHBbIC JaHHbIE KOTOPbIX 00paldaTbIBalOTCH, W

HCTOYHHUKH NMEePCOHATBbHBIX JAHHBIX

5. OO6mecTBO MoiydaeT MepcoHaIbHbIE JaHHBIC, Korna emy mnomaaercs CooOiieHue.
[Momate Coobmienne OOIIECTBY MOXKET caM MalMeHT, ero MpeaACTaBUTENb WIN
CHELUAIHUCT MO YXOY 32 3J0POBbEM.

! PETJIAMEHT EBPOITEMCKOI'O ITAPJIAMEHTA U COBETA 2016/679 (ot 27 ampens 2016
rofia) o 3amuTe GU3HIECKUX JIHIl IPU 00pabOTKe MEPCOHAIBHBIX JaHHBIX U O CBOOOJIHOM OOpaIicHUN
TakKMX JaHHBIX, a Takke o0 otrmene JupektuBbl 95/46/EC (OOmmii peraamMeHT o 3anfuTe
MePCOHAIbHBIX JAHHBIX)
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6.

B CooOuienne Bcerna AOMKHBI BXOAWTH NEPCOHANIbHBIE TaHHBbIE MalueHTta. B
CooOuieHre nanueHTa MOryT BXOJAWUTh NEPCOHAIBHBIE JaHHbIE CIIELMAIUCTA 110
yxony 3a 3popoBbeM. Hapsimy ¢ wem OOmiectBo mpu nonydeHun CooOuieHus
MO>KET IIOJyYHUTh IIE€PCOHAIbHBIE JIaHHBIE, KOTOpPbIE OTHOCATCA K pa3HbIM
CyOBbEeKTaM JIaHHBIX, B TOM YHCIIE K:

6.1 manuenry;

6.2 mpeACTaBUTENIO NAllMeHTa (HanmpuMep, aBOKaTy, POAUTEIO);

6.3 crienuagucTy 1o yXOAYy 3a 3J0POBBEM.

Ecnu Coobiienune nopaer nmpecTaBuTeNb MaluenHTa, JAaHHOE JIMIO HECeT MOJIHYIO
OTBETCTBEHHOCTh M O0ecIleurBaeT Hajauuue mnpasa B cooTBeTcTBuu ¢ OP3/] Ha
Mojiayy IMEepCOHAJbHBIX JaHHbIX MHanueHta OOIiecTBy, B TOM YHCIE HAIUYUE
[paBa Ha MPEAOCTABICHUE OT UMEHH naienTa OOIecTBY pa3penieHust CBI3aThCs
C BpauoM MalUeHTa (HalpuMep, €CIM NPEJCTABUTENEM SIBISETCS 3aKOHHBIN
[IPE/ICTaBUTENIb HECOBEPLICHHOJETHETO MalUeHTa — €ro poJauTeNlb, WU
MPEACTABUTENEM SIBJISETCA aJBOKAT, KOTOPbIA JEHCTBYEeT Ha OCHOBAaHUH
BBIJAHHOW  MaIlMeHTOM JoBepeHHOCTH). llpencraBurens Takke 00s3aH
MIPEIOCTaBUTh MALMEHTY BKIIOUEHHYI0 B OTOBOPKY MH(OPMAIIHIO.

Bunabi 00padaTbiBaeMbIX MePCOHAIBHBIX TaAHHBIX

8.

10.

1.

OOmiecTBO MOXET TONYYHTh M JIPYrHM 00pa3oM o0pabaThiBaTh CIEAYIOIINE

MepPCOHANbHBIC TaHHbIC MMAllUEHTA!

8.1 Mnunmans! unu ums, GaMuins MaiueHTa;

8.2 KoHTakTHbIE TaHHBIE — HOMED Tene(oHa, aipec 311. MOYTHI;

8.3 Ilom, BO3pacT, BeC MaIueHTa;

8.4 Nndopmanus o0 ynoTpeOIeHHBIX JIEKapCTBEHHBIX MperapaTax;

8.5 Mudopmanus o quarHose, B CBSI3H ¢ KOTOPBIM YIIOTPEOIISIIOCH JIEKApCTRO;

8.6 Mudopmanus o moOouHbIX 3 deKTax JIeKapCTBEHHBIX NPENapaTos;

8.7 lpyras wuHdoOpmaIMs O COCTOSHUM 3JI0pPOBbsI TAIUEHTA, CBs3aHHAS C
BbI3BAaHHBIMH JIEKApPCTBOM NOOOYHBIMU 3 hekTamu;

8.8 Undopmarust o cieruaincTe Mo yxoay 3a 3JI0POBbEM U €ro OTHOIICHUSX C
MaIMEeHTOM;

8.9 Undopmarus o mpeacTaBuTesie ¥ €ro OTHOLIEHUSX C TTAI[UEHTOM.

OOmiecTBO MOXXET MOIY4YUTh M JIpPYrHM o0pa3oMm o0pabaThiBaTh CIlEAyIOIINE

MEPCOHATBHBIC TAHHBIE CIIEIIUAINCTA 110 YXOAY 3a 37J0POBbEM WM TIPEACTABUTEIS

NalueHTa:

9.1 Nwms, bamuius;

9.2 KoHTakTHbIE JaHHbIE — HOMEp TeedoHa, aapec 3. MOYTHI;

9.3 Nudopmarus o mpodeccnoHambHOM ASITEIIBHOCTH;

9.4 Undopmanust 00 OTHOIIECHHUSX C MAIIUEHTOM.

Ecnu Coobuienue nogaercs no tenedony, To JONOTHUTENBHO K BbIIIEyKa3aHHBIM

NEPCOHAIBHBIM JJAHHBIM 3aII0JIy4aeTcsl TAaKXKe ayIn03aHuch royoca.

B ocHoBHoM OO0mectBo oOpabaThiBaeT ICEBAOHUMHU3UPOBAHHBIE  WIIU

MacKUpOBaHHbIE JJAaHHBIE, a [10J1a4a MEPCOHATBHBIX JaHHBIX TyT€M UX BKIIIOYCHHUS

B Coobmenne HeoOxomuma, uToosl OOIIECTBO B CIydae HEOOXOIUMOCTH MOTJIO

MOJyYUTh JONOJHUTENbHYI0 HH(popMmanmio 00 onucanHo B CooOuieHun

cutyarid 1 910061 OOIIECTBO MOTJIO ONPEAETUTh, OTHOCSTCS JH HECKOJIBKO

Coo0mieHnit K OJHOMY M TOMY € CIIy4ar0 HJIM K€ K HECKOJbKUM BBI3BAaHHBIM

JIEKapCcTBOM ciy4astMm 1o0ouHBIX 3¢¢ekToB. Ilpocum mnpesocTtaBuTh TOJIBKO

3ampammBaeMyro B Omanke CooOmeHuss wuH(OpMaIUio, PYKOBOJICTBYSCH

yKa3aHHbIMU B O651aHKe COoOOIIeHHS] HHCTPYKIUSIMH.



Leab n o0ocHOBaHMe 00pPadOTKH MEPCOHAIBHBIX JAHHBIX

12.

13.

14.

15.

OO0wiecTBO 00padaThIBaeT NEPCOHAIbHBIE JAHHBIE, YTOOBI B PaMKax MEPOIPUITUI
[0 3/IPaBOOXPAHEHHIO OOIIECTBAa BBHINMOJHATH YCTaHOBJIEHHBIE s OOmiecTBa
HOPMAaTHUBHBIMU aKTaMHU OOS3aHHOCTH — I10JIy4aTh, 0000IATh, aHAIU3UPOBATH U
YUUTBIBaTh MHPOPMALIUIO O MOOOYHBIX APQeKTax JIEKapCTBEHHBIX MpenapaToB.
JlanHas uHQOpPMaLUs IOMOXET CHHU3UTb W NPEJOTBPATUTb BO3MOKHBIN
CBSI3aHHBIH C ymoTpeOJeHHEM JICKapCTBEHHBIX MpPENapaToB pPHCK, Oyxaer
CIOCOOCTBOBATh 0€30MACHOMY YIOTPEOIECHHUIO JIEKAPCTB.

Brimeykazanapie  oOs3aHHOCTH  OOIIecTBa  YCTaHOBIEHBI  CIEAYIONUMU
HOPMAaTUBHBIMM aKTaMu — 3akoHOM o (apmauuu, npasuinamu KaOunera
MuHHCTpoB Ne 47 «Ilopsmok ¢apmakonamzopa» ot 22 suBaps 2013 roxa,
Pernamentom EBpormeiickoro napnamenta u Coera Ne 726/2004 (ot 31 mapra
2004 roma) mo ycraHoBIeHHIO mporueaypbl CooOliecTBa il PETUCTPAMH U
Ha/a30pa B cepe MEAULUHCKONW MPOAYKLUH, PeAHA3HAYCHHOW JUIsl YeloBeKa U
BETEPUHAPHBIX Liejel, a Takke o0 yupexneHun EBpomneiickoro areHTCTBa
JIEKapCTBEHHBIX CPE/CTB.

B pamkax BBIONHEHHWS  BBIIICYNOMSHYTHIX  oOs3aHHOCTEH — OOIIECTBO
paccmaTpuBaeT CoolleHue, aHaTM3UpyeT BXOASIIYI0 B HEr0 MH(POPMALUIO, ITPU
HEOOXOIMMOCTH CBSI3BIBACTCS C OCBEAOMUTEIIEM HJIIH, €CITH MAIUeHT MPEIOCTaBIII
paspelieHre, CBA3bIBAeTCA C BpauoOM MAIMEeHTa JUIs NOJIYYEeHHUs JOMOJIHUTEIbHON
nHpopmammu. Taxke OOmecTBo MokeT moxarh Bxosamyr B Coolmenue
uHbopmanuio B 0a3y JaHHBIX COOOLIEHMH O JIEKapCTBEHHBIX Mpenaparax
«Eudravigilance» EBpormeiickoro areHTCTBa JEKapCTBEHHBIX CPEACTB W/WIN
rOCYJapCTBEHHbIM KOMIIETEHTHBIM YUPEXKJICHHUSM, HO B paMKaX BBIIOJIHEHUs
TaHHOHW 00S3aHHOCTH YHMOMSIHYTHIM YUPEKACHUSM HE TEepelaloTcsi BXOMAIINE B
CooO0mieHnst mnepcoHalbHble JaHHblE — [IOJAIOTCS ICEBAOHUMHM3HPOBAHHBIE
JaHHBIE, YTOOBI MX IOJy4YaTeIr0 HEBO3MOXKHO OBUIO HANPSMYIO WM KOCBEHHO
UACHTUDUIMPOBATE HUZUUECKOE JHIIO.

Hapsiny ¢ yem oGocHoBaHue 00paOOTKH MNEPCOHAIBHBIX JAHHBIX CIEAYET W3
MOJITYHKTOB C) U €) MyHKTa | cTaTbu 6 U MOJIMYHKTOB g) U 1) MyHKTa 2 cTaTbhu 9
OP3Jl. IlepcoHanbHble JaHHbIE HE  MCHOJB3YIOTCS AN HPUHATHS
aBTOMATHU3MPOBAHHOTO PEIICHUs B TOHMMaHuHU ctatbu 22 OP3 /1.

Honyane.m, NMEePCOHATBHBIX TAHHBIX

16.

17.

OO0111ecTBO MOXET MepeaaTh NepCOHAIbHBIE JaHHBIE CBOEMY 00pabOTYUKY — 3TO
HE TpeThe JIMIO, a KOMMEpPCAaHT WM HHIUBUJ, KOTOpHI oOpabaTbiBaeT
MNEPCOHANIBHBIC JAHHBIC OT UMCHU U IO NOPYUYCHUTIO O6HICCTBa, OCHOBBIBAsICh Ha
KOHKpeTHbIe yKazaHus OOmiectBa u mojx Hajgzopom Ob6mectBa. O6paboTuuk
00s13aH 00€eCIIeYnTh 3alUTy NCPCOHAJIBHBIX JAaHHBIX M MOKET HCIIOJIbB30BAaTh
NEPCOHATbHBIE JAHHBIE TOJBKO JJISi YCTaHOBJIEHHBIX OOIIECTBOM KOHKPETHBIX
neiictBuil u ueneil. Hanpumep, OO111ecTBO MOKET BOCIIOJIB30BAThCS yCIyraMu
00paboTuYHMKa KOHKPETHO C IETIbI0 XPAaHEHUS IEPCOHABHBIX TAaHHBIX.

Ecmm OOmiecTtBO monydmiio paspemnieHue nanuenta, To OOIMecTBO MMEET MpaBo
CBSI3aThCs C BPayOM MAaIlMEeHTa JUIs MOJIy4YeHUs JONOIHUTENbHON nHpopmaruu. B
TakoM ciydae OOIecTBO MOXKeT IMpenocTaBuTh Bxoxasmue B CoolliieHue
NepCOHAJbHbBIC JIaHHBIE Bpauy MalMeHTa B TAKOM 00beMe, KOTOPBI HE0O0X0AUM
JJI TIOJTY4YCHU A )IOHOJ'IHPIT@J'IBHOf/i I/IH(‘l)OpMaI_[I/II/I W BBITNIOJIHCHUA YCTAaHOBJICHHBIX
BBIICYKAa3aHHBIMHW HOPMATHBHBIMU aKTaMU 00s13aHHOCTEN.



18.

B ycraHOBiEeHHBIX HOPMAaTHUBHBIMHU akTaMu ciydasx OOIIecTBO MOXET ObITh
00s13aHHBIM TIepeaTh NEePCOHANbHbBIC JaHHBIE OPraHy IO HaA30py AEATEIbHOCTH
OO6mectBa, HampuMmep, [ oCynapCTBEHHOMY areHTCTBY JieKapcTB JlaTBHiiCKO#
PecnyOnukn wmum  EBponeiickoMy areHTCTBY JIEKapCTBEHHBIX CpPEJICTB, WIH
oprany, KOTOpoMy Haxojsulasicsi B pacnopsbkeHun OOmiectBa uH(opmanus
HY>KHA IS BBITIOJIHEHUS] CBOMX 00S3aHHOCTEH.

Cpok XxpaHeHUsl ePCOHATbHBIX JAHHBIX

19.

20.

OO1mecTBO XpaHUT TEpCOHANBbHBIE JaHHble B coorBerctBuu ¢ OP3]] Ha
IPOTSHDKEHUM CPOKa, ITOKa OHM HEOOXOUMBI AJIs JOCTHKEHMsI 3aKOHHOU 1enu. 1o
JNOCTHKEHUIO ~ 3aKOHHOM  LeId  [EPCOHAJbHBIE  JAHHBIE  yAAISAIOTCA,
AHOHUMM3HUPYIOTCS WM YHUUTOXKAIOTCS.

B cootBerctBUM ¢ TpeOOBaHMSIMH HOPMAaTUBHBIX akTOB OOIIECTBO XpaHUT
Coo01ieHus 1 CBSI3aHHYIO C UX paccMoTpeHueM uHpopmarnuio B TeueHue 10 ser
[I0CJIe OKOHYAHUSl CPOKA pa3pellieHus Ha TOPrOBIIO0 KOHKPETHBIM JIEKAPCTBOM, K
KoTopoMy oTHOcHuTCsi CoolleHue.

IIpaBa cy0beKkTa JaHHBIX — MALMEHTA, MPEACTABUTENA MALMEeHTAa, CIeNHaTuCTa
10 YXO/y 32 310pOBbEeM

21.

22.

23.

24.

CyObeKT maHHbIX 00JIafaeT CIeIyOIMMU IpaBaMu:

21.1 3anpocuTh Komuio OroBOpKH, TOTMOJHUTEIBHYIO HH(GOPMAIIHIO,
MOSICHEHHUSI OTHOCUTENBbHO BKIIOUEHHOW B OroBopky HHpOpMAIUH U
ocymectBisieMoir O01ecTBOM 00pabOTKH MePCOHATBHBIX JaHHBIX;

21.2 3ampocuts y OO1ecTBa MOATBEPkKAEHUE TOT0, 00padaThIBalOTCA WIN
He 00pabaThIBAIOTCS JIM MEPCOHATIbHBIE JaHHbIE CYObEKTa TaHHBIX;

21.3 [TorpebGoBate y Ob1IecTBa JOCTYIIA K CBOUM NEPCOHAIBHBIM JIaHHBIM;

21.4 Bospasute mnpotuB  ocymectBiusieMor  OOmiecTBOM  00paboTKH

NEepCOHANBHBIX JIaHHBIX, MMOTpeboBaTh y OOIIecTBa M3MEHEHMs, YAAJICHHUS,

orpaHuueHusi 00pabOTKU NEPCOHANBHBIX JAHHBIX;
JlaHHBI€ ITpaBa cyOBbEKTa NaHHBIX MOAPOOHee ycTaHOBIEHbI cTatbelt 12-21 OP3/1.
OTu mnpaBa HE SBISAIOTCA aOCOJIOTHBIMH, HUX HCIIOJIHEHHE MOXET OBbITh
orpannueHo. Hampumep, OOiiecTBO MMeeT NpaBO OTKa3aTh B IPEKpalleHUU
00pabOTKH TEPCOHANIBHBIX JAaHHBIX, eciu OOIIecTBO yKa3bIBaeT yOenuTeIbHbIe
JIETUTUMHBIE WM YCTaHOBJIEHHbIE B HOPMATHUBHBIX aKTax MPUYMHBI 00pabOTKH,
KOTOpbIE€ BayKHEE MHTEPECOB, IIPAB U CBOOO CyObEKTa JaHHBIX.
Jlns peanu3anuy CBOMX TpaB CyOBEKT JaHHBIX HMMEET MpPaBO OOpaTUThCA K
OO6miecTBy C 3asBIIEHHEM, OTIIPABUB €ro Ha aapec 371. mouthl: dpo@repharm.lv;
rff@rff.lv nam muceMom no aapecy: ynuna O3ony 10, Pura, LV-1005 (Ozolu iela
10, Riga, LV-1005), anpecosaB ero AS «RIGAS FARMACEITISKA
FABRIKA».
Hanzop nHan geiictBusimu OOmecTBa B 00JaCTH 3aIIUTHI EPCOHATBHBIX JaHHBIX
ocymiecTBiIsieT l'ocymapcTBeHHas HHCIEKIMsS JaHHBIX. [l ckopefimiero
paszpeleHus J00ro poaa pa3HOrJIacuil WiIKM BONPOCOB, POCUM CYOBEKT JTaHHBIX
cBsi3aThCsl cHavajga ¢ OOIIECTBOM B COOTBETCTBHUHM C MYHKTOM 23 OroBOpKH.
Taxke CyOBEKT JaHHBIX WUMEET MpaBO MOJaTh kanoO0y B [oCymapCTBEHHYIO
MHCIEKIMIO MaHHbIX (aapec: yiauua Dmusic 17 (Elijas iela 17), Pura, LV-1050;
1. mouta: info@dvi.gov.lv; Ttenmedbon: +371 67223131, BeO-cailT:
www.dvi.gov.lv).
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