NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 73KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3ulickoil SKOHOMHUYECKOW KOMHCCUM «(O BHECEHWH W3MEHEHHUU B
[IpaBwita npoBeaeHUs GpapmMaIieBTUUECCKUX MHCIICKITAM

1. [Ipo6nema, Ha penieHHE KOTOPOM HampasieH npoekT pemenus EQK

KitoueBbiMH Mpo0OJieMaMH, Ha PEIICHUE KOTOPBIX HAMpaBieH MPOEKT
pelIeHUs], SBIAECTCS HAW4YWE€ JIOTMYECKUX MPOTUBOPEUMA B MPOLEAYpE
BBITIOJTHEHUSI (dhapMalieBTUUECKUX WHCTIEKIINI MIPOU3BOAUTENCH
JIEKAPCTBEHHBIX TMPEMAapaToB Ha COOTBETCTBUE TPEOOBAHUAM IPaBUII
HaJJIeKaled MPOU3BOJACTBEHHON MPAKTUKH, KOTOPhIE MOTYT HPUBOAUTH K
pa3IMuMi0 B T[OHUMAHWM TIOPSIAKA  BBIMOJHEHHUS WHCHEKTHPOBAHUSA
M HEOPU3HAHUS €ro pe3yJibTaTOB HAa OCHOBAaHMM  MPOLETYPHBIX
HECOOTBETCTBUM, YTO BJICYET 3a COOOU CHM)XEHUE YPOBHS JOBEPHUS MEKIY
WHCIIEKTOpaTaMH TOCYJapCTB — WICHOB EBpa3uilckOro 3KOHOMHUYECKOTO
COI03a TIOCHEJACTBMM TaKWX MHCHEKIMHA (7amee COOTBETCTBEHHO —
rocynapctBa-uienbl, Coro3).u OyAeT NOpuBOAUTH K POCTY YacCTOTHI
NPOBEJICHUSI  COBMECTHBIX  MHCIEKIHMM C  LEJIbI0  pacclieJOBaHUMN
WHCIIEKTOpaTaMH roCyAapCTB-YJICHOB.

2. llenps perynupoBaHus

[lenp NpUHATHUA TMPOEKTA PEIMICHUS 3aKIIYAeTCd B aKTyalld3alUud
CANHBIX TMPaBWJI WHCIEKTUPOBAHUA (HapMaIeBTUUECKOTO MPOU3BOJICTBA,
00€eCIeunBarONINX JOMYCK Ha PHIHOK (DapMaIeBTUYECKUX MPOU3BOAUTENICH C
Y4ETOM HAKOIUICHHOW MPaBONPUMEHUTEIHOU MPAKTUKA W HapaOOTaHHOM
HOpMaTHUBHOM 0a3bl Coro3a B chepe oOpalieHust JICKAPCTBEHHBIX CPEJICTB.

DTO MO3BOJUT JIOCTUTHYTH CONOCTaBUMBIX PE3yJIbTaTOB  MPH

IIPOBCACHNHN (bapMaI_IeBTI/I‘-IGCKI/IX I/IHCHGKHI/Iﬁ HHCIICKTOpaMHU TI0OCYyIapCTB-
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YJIEHOB M COXpPaHHUTh ycTaHOBIEHHbIN Pemennsamu CoBera Komuccun Ne 78
u 93 or 3 Hos0ps 2016 roma pexuM B3aUMHOTO IMPU3HAHUS PE3YJIbTATOB
(dhapMaleBTUUECKUX MHCIEKIIUH.

3. 'pynna nui, Ha 3alUTy UHTEPECOB KOTOPBIX, HAIMPABJICH MPOEKT
pemenust EOK

[IpoekT pemieHus HapaBJEH B MEPBYIO OYEPEb HA 3aAIIUTYy KU3HU U
3I0pOBbSl  MalMeHTa (KaKk KOHEYHOIO TOTPeOUTENsl JIEKapCTBEHHBIX
penaparoB), 3alUIUTy UHTEPECOB CUCTEMBI 3IpaBOOXPAHECHUS B 1IEJIOM (KakK
NEPBUYHOTO MOTPEOUTENS JIEKAPCTBEHHBIX MpENnapaToB), MPOU3BOAUTENCH
JIEKapCTBEHHBIX CPEJICTB, (apMalleBTHUYECKUX HHCIEKTOPATOB TOCYIapCTB-
YJICHOB.

4, Aapecatel  peryJdpoBaHusi, B~ TOM  YHCIE€  CYOBEKTHI
IpeANPUHUMATENBCKON NEATEIbHOCTH, U BO3/ACICTBUE, OKa3bIBAEMOE Ha HUX
peryampoBaHUEM

Anpecaramu pEeryJInpoBaHus SABJISIFOTCS POU3BOIUTENH
JEKapCTBEHHBIX  MPEMaparoB  KaKk  CYOBEKTHl  MHCIEKTHPOBAHMS,
dbapMalleBTUUECKHME HWHCHEKTOpaThl TocyaapcTB-ujieHoB (Coro3a, a Takke
YIOJIHOMOYEHHbIE OpraHbl (IKCHEPTHBIE OpraHu3anuu) B cepe oOpaiieHus
JeKapcTBEHHbIX cpencTB Coro3a.

5. CoaepkaHue yCTaHABIMBAEMbIX IS aJ[PECaTOB PEryJUpPOBaHUS
orpaHudeHui (00s3aTEIbHBIX TIPABUI IIOBEICHHS)

[Ipeanomnaraercst ocyuiecTBieHre (papMalieBTHYECKUMHU HHCIIEKTOPaMu
OLICHKU (hapMaleBTUUYECKOr0 TMPOU3BOJICTBA HA COOTBETCTBUE MPaBUIIAM
HaJUIeKaled MPOU3BOJACTBEHHONW TMpakTuku (Coro3a IMyTeM BBINOJHEHUS
WHCIIEKTUPOBAHUS MPOU3BOJCTBEHHBIX IUIOMAAO0K  (apMarieBTUYECKOTO
IPOU3BOAUTENSI C YETKUM pa3JeieHUEM Ipoliecca HHCIEKTHUPOBAHUS Ha
OT/EJIbHbIE H3Tamnbl (MOATOTOBKA K WHCIEKLIHMHU, WHCIEKUHs, padoTa cC

mnanamu CAPA, popmupoBanue 3akiI0O4eHU 1 BblJladya CepTUPUKATOB).



OTanmHOCTh  BBINOJIHEHUS ~ NPEAYCMATPUBAET  MPEIBAPUTEIBHOE
U3YyUYCHHE MHCIEKTOpAaMU JIOKYMEHTOB W HWHOM wuHbopmaruu 00
WHCIICKTUPYEMOW JIESITEIIbHOCTH, OOecneYeHrne pa3paboTKU MpOorpamMMBbl
WHCTICKIIMY ¥ TTOATOTOBKY KOHTPOJIBHBIX JILCTOB, pacnpeaciceHue GyHKIU B
VHCIEKUWOHHON TpYyIE, MNPOBEICHUE BCTYNUTEIBHOTO COBELIAHUS C
IIPEICTABUTENSAMU HHCHEKTUPYEMOW OpPraHU3aluu, OCMOTP MPOBEPSEMBIX
00BEKTOB B COOTBETCTBHUU C MIPOTPAMMOU MHCIEKIIUU, ONPOC OTBETCTBEHHBIX
Jull, HaOMIJICHUE 3a JACSATEIbHOCThIO HAa pabOyMX MecTax, MPOBEICHUE
MPOMEXKYTOUHBIX  COBEHIAHWM HWHCIEKTOPCKOW TPYIbl, MPOBEIACHUE
3aKIIFOYUTEIIBHOTO COBEIIAHUS C MPEACTABUTEISIMU  HHCIEKTUPYEMOIO
00BEKTa, BO BpeMs KOTOPOro OOCYXIalOTCs TpeIBapUTEIIbHbBIE HWTOTU
WHCIICKIIMM W TIEPEUYUCISIOTCS BCE OOHAPYKEHHbIE B XOJI€ WHCHEKIIMU
HECOOTBETCTBHUS, a TaKXK€ TMOCIEAYIOIINE JAECUCTBUSA IPOU3BOIACTBEHHOU
TJTOIIAIKH.

6. Mexanu3m  paspemnieHuss TOpoOJeMbl U JIOCTHXKEHHUSA  IIEJH
peryJnpoBaHusi, OpeayCMOTPEeHHBIN mnpoekToMm pemieHus EDK (omucanue
B3aUMOCBSI3H MEXKITY npeaaracMbimM pEryJIupoOBaHUEM

U peraeMou mpooiemMoii).

JlocTrokeHre Lenu PEryJIMpPOBaHHUS OCYLIECTBISECTCS C ITOMOIIBIO
YCTAaHOBJICHHS  €AWHBIX  MOAXOJOB K  OJTallHOCTH  IPOBEICHHUS
dapmareBTHUeCKO HMHCHEKINH (BKIIOYAIOIIEH MPOIEAypy HWHCIEKIIHH,
MOPSJOK OTYETHOCTH M OTBETCTBEHHOCTH HMHCIIEKTOPOB), a TAKXKE MYTEM
YCTaHOBJICHHSI CHCTEMBI MEp, KOTOPasi MO3BOJIUT 00ECTICYNTh OOBEKTUBHYIO,
MPO3PavHy0, CHCTEMHYIO OIIGHKYy CIIOCOOHOCTH  (PapMareBTUYECKOTO
MPOU3BOAUTENS]  O00ECIeUnBaTh CTAOWJIBHBIA  BBIMYCK MPOIYKIIMH  C

3da/laHHBIMU IIapaMETpaMU KauCCTBaA.

1. CBC}IGHI/IH 0 PpPaCCMOTPCHHBIX AJIbBTCPpHATHBAX IpcAjlaracMomMy

pEryJInpoOBaHUIO
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JEKJIApUPOBAHUE COOTBETCTBHS  (hapMalleBTUUECKUX IPOU3BOJICTB
MpaBujaM HaJJIekKallel TpOUu3BOACTBEHHON npakTuku Coro3a. JlaHHBIN BUJT
aNbTEPHATUBBI 3aKJII0YAET B ce0e KOHMIUKT UHTEPECOB I TPOU3BOIUTES,
B CJlyda€ HECOOTBETCTBUS (HhapMalleBTUUECKOIO0 MPOU3BOJICTBA ITpaBUIIaM
HaJiJIeKalled npon3BoACcTBEHHOM MpakTuku Coro3za. KauecTBo BhIlTycKkaeMoi
MPOAYKIIMA W €ro CTaOWUJIBbHOCTh B TaKOM CiIydae TPYJAHO MPOTHO3ZUPYEMHI,
YTO MOXET TMOBJEYh 3a COOOW MPUUYMHEHUE BpEla KU3HU U 3JI0POBBIO
naneHToB. C yd4eToM OCOOEHHOCTH JIEKAPCTBEHHBIX CpPEJACTB, Kak
NPOAYKIIMM TPEACTABISAIONICH, B CIlydyae BBIIYCKA HEKAYE€CTBEHHOMU
MPOAYKIIMU, OOJIBIIION PUCK JKU3HU U 3I0POBBIO, a TAKKE C YETOM TOTO, YTO
noTpeOuTeNb (MAIlMeHT) HE CHOCOOCH OICHUTh CaMOCTOSITEIBHO KaueCTBO
JIEKapCTBEHHOTO TMpernapara IPOBEPKAa COOTBETCTBHUS MPOU3BOAUTEIICH
JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM HaJUICKAIIUX MPABUJI ITPOU3BOJICTBA
SIBJISIETCSA a0COJIIOTHO HEOOXOUMOH,

WCIIOJIb30BaHUE CHUCTEMBbI JIMIIEH3UPOBAHMUS MPOU3BOACTBA. JlaHHBIN
BUJ  aJbTEpPHATHBBI HMEET CYIIECTBEHHbIe HemocTtatku. Cucrema
JUIIEH3UPOBAHMUS TIPOU3BOJICTBA B KA4eCTBE OO0BEKTa PEryJIUpPOBAHUS
MOJIpa3yMEeBaeT OPraHU3alUI0 MpOoIlecca MPOU3BOACTBA B I1EJIOM, U HE
OIICHMBAET KA4eCTBO MPOMU3BOJACTBA JIEKAPCTBEHHBIX MpPENapatoB U
COXpaHEHHE JAaHHOTO YPOBHS 33JITaHHOTO KauyeCTBa;

COXpaHEHME  JeuCTByromen  pemakuuu  [IpaBunm  mpoBeneHus
dbapMalleBTUUECKUX HWHCIEKIMN HE MO3BOJUT OOECIeurnBaTh yHUDUKAIUIO
ATAllHOCTHA  BBINOJHEHUS  MHCHEKUHUM, C  yY4YE€TOM  HAKOIUICHHOTO
dbapMalieBTUUECKUMH  HMHCIEKTOpAaTaMH  TOCYyJAapCTB-YJICHOB  OTIbITA,
NPUBEACT K  NOPEKpallCHHWI0  B3aUMHOTO  TPHU3HAHHUS  PE3YJbTATOB
WHCIIEKTUPOBaHUs, ycTaHoBiIeHHOTO Pemenusmu CoBera oT 3 HosaA0ps 2016
roga Ne 78 u 93 u yBenuuut Opemsi JaBICHHUS HA MPOU3ZBOJUTEINS 3a CUET

BBITIOJTHCHUA ITOBTOPHBIX COBMCCTHBIX (I)apMaHeBTI/IIIeCKI/IX HHCHGKHHﬁ.
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VYKka3zaHHbIE aJbTEPHATUBHBIE BapUAHTHI HE OOECIEUMBAIOT JOJKHOTO
KOHTPOJI Ka4eCTBa BbIITYCKAEMOM MPOIYKIIMH, a TAK)KE €r0 CTAOMIIBHOCTH.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJISl IPUHATHS TIPOCKTA PEIICHUS
EDK

Cratess 30 JloroBopa o EBpa3uiickoM 53KOHOMHYECKOM COKO3€
oT 29 mas 2014 rona, ctatbn 7 u 10 CornamieHus: 0 €AMHBIX NMPUHIUANAX U
npaBuiax OOpalleHHs JIEKapCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
IKOHOMHYECKOTO coro3a oT 23 nekabpst 2014 roga, nyHKT 96 mpuioxeHus
No 1 k Pernamenty pa0Gotbl EBpa3uiickoii SKOHOMHUYECKOW KOMHCCHH,
yTBEpKACHHOMY Pemenuem Breicmiero EBpa3uiickoro 3KOHOMHUYECKOTO
coBeta ot 23 nekabps 2014 r. Ne 98.

9. Chepa nmonnomounit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PELICHUS
EDQK

PerynupoBanue oOpauieHus JI€KapCTBEHHBIX CpeACTB u
COBEPILICHCTBOBaHUE 001Iero peiHKa B pamkax (Coro3a, HAa OCHOBE €IMHBIX
akToB Komuccum.

10. ®UHAHCOBO-2KOHOMUYECKUE TOCIEJACTBUSL TMPUHATUS TPOEKTA
pemenust EQK mjist cyObeKTOB npeInpUuHUMATEIbCKON AESTETbHOCTH

Jonyck (dapmalieBTHYECKUX Npou3BoauTeneii Ha pbiHOK Coro3a Ha
OCHOBE  B3aUMHOI0  NPU3HAHUS  PE3YyJIbTATOB  HMHCIEKTUPOBAHUSA
dbapmMaleBTUUeCKUM  WHCIIEKTOPATOM  JIIOOOTO M3  TOCYJapCTB-WJICHOB
COKpAIlaeT U3IECPKKHU MPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEICTB MO BHIBOAY
JIEKapCTBEHHBIX CPeNICTB HAa phIHOK Coro3a.

11. Tlpennonaraemeie CpOKHM BCTYIUIEHHS mpoekTa perieHus EDK B
CUITY

Yepes 6 MecsitieB mociie 1aThl OPUITHaTBHOTO Oy OIMKOBAHMS.

12. Oxxumaembliii pe3yibTaT PeryIUPOBaHUS.

C03I[aHI/IC eﬂHHOﬁ CHUCTCMBI HHCIICKTUPOBAHUA IMPOHU3BOJCTBA
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JIEKapCTBEHHBIX cpeacTB Ha Tepputopun Coro3a, obecneyuBaroliei
OOBEKTUBHOCTh U TPAHCIAPEHTHOCTh pPE3YyJbTAaTOB (PapMalieBTUYECKHUX
WHCIIEKIUH, TPOBEAECHHBIX Pa3IMYHBIMUA UHCIIEKTOPAMU rOCY1apCTB-YJICHOB,
YTO YIOPOCTUT BBIBO/I JIEKAPCTBEHHBIX CPEJICTB HAa phIHOK Coro3a.

13. Onucanue ompiTa TrOCylapcTB — 4jieHOB  EBpasuiickoro
SKOHOMHYECKOTO COI03a M MEXKIYHApOJAHOTO OIbITa PEryJIUPOBaHUA
OTHOLICHUM,  ABJIAIOMIMXCS  IpeaMeToM  npoekra pemenus EOK
(c 000CcHOBaHUEM €r0 TPOTrPECCUBHOCTU U TPUMEHUMOCTH )

HU3MeHeHuss  BHOCATCSI B HaJHAIlMOHAJIbHBIN aKT Coro3a,
MMILIEMEHTALUS. U MPABONPUMEHEHUE KOTOPOTO BBIMOJIHSIUCH B MEPHOJT C
2018 mo 2021 romsl. HakomieHHBIM TOCyJapCTBaMU-UYIEHAMH OMBIT B
paMKax MpaBONPUMEHUTEIBbHON NPAKTUKU TOJHOCTHIO TIOTPYKEH B
peasiaraeMyto peIaKkiuio U3MEHEHUIA.

MexyHapoAHBIM ONBIT PEryJUpPOBaHUS B OTHOLICHUM OTYETHBIX
dbopM HWHCHOEKIMU, TpaB U O0S3aHHOCTEH HHCIEKTOPOB, (OPMBI
cepTU(PUKATOB H TPUIOKEHHM, mpeimaraemMpli  CHUCTEMON  CXEMBbI
B3aMMOJICHCTBUSA (papmarneBTrueckux uHcnekTopatoB (PIC/S), xoTopwrii
NoJIyJaJIi ~MHCIEKTOpaThl TrocyaapcTB-uieHoB (Coro3a 1pu  ayauTax,
BBIMOJTHIEMBIX cO cTopoHbl PIC/S B paMkax BCTYIUIGHHS B JaHHYIO
OpraHM3allii0, TOJHOCTBIO YUYT€H B HACTOSIIEH pEJakiuu MpOeKTa
V3MEHEHUN MPaBUIL.

14. CBeneHust 0 TPOBEACHUM IMyOJWYHOTO OOCYXXIEHUS NPOEKTa
pemenus EQK.

[Iybnuunoe  oOCyxJeHHE  TpPOeKTa  pEelieHUs  MPOBOAMIOCH
¢ 12 nrons mo 11 aBrycra 2021 rona.

[Ipoexkt  pemeHus,  HMHPOPMAILMOHHO-aHAIMTUYECKAs]  CIpPABKa

Y OIIPOCHBIN JIUCT ObLIIM pa3MelleHbl Ha opuinaibHOM caiiTe Coro3a.
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15. CenenHus 0 3aKJIIOYEHUH 00 OLIEHKE PETYIHMPYIOLIEro BO3ACHCTBUSA
Ha rpoekT pemenns EOK

16. Unas wundopmamusi, OTHOCSIIAsICS, MO MHEHUIO JemapTaMeHTa
EDK, 0TBETCTBEHHOr0 3a MOATOTOBKY npoekTa pemenus EOK, k ocHOBHBIM
cBesieHUsIM 0 TipoekTe perienuss EQK u (unn) o ero mnoarotoBke

[IpoekT pemieHUs paccMOTpEeH M OA0OpeH padouel TpymImod IO
BOIIPOCAM MpPOBENCHUS (PapMalEBTUUECKUX HHCIEKIHI Ha COOTBETCTBUE
npaBujaM HaJUIeXalluX (papMalieBTUYECKUX MPAKTHK B cepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3sumicKOro 3KOHOMHYECKOTO COHO3a.
[Tonnepxan IpPEACTABUTEIIMU YIOJIHOMOYEHHBIX OpraHoB U
3aMHTEPECOBAHHBIX JKCIEPTHBIX OpraHu3aluii Ha paldodel Trpynmne o
dbopMUpOBaHUIO OOLIMX TMOAXOJOB K  PEryJMpPOBAHHIO  OOpaIieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3nuiickOro 3KOHOMUYECKOTO COI03a.

[IpencraBuTenssMu yMOJTHOMOYEHHBIX OpPraHOB U (papMalieBTUYECKUX
MHCIIEKTOPATOB ~ TOCYAApPCTB-WIECHOB  ObUIM  OTKJIOHEHBl  MPEAJIOAKESHUS
npoduiabHBIX  (apMaleBTUUECKUX  OpraHu3alii ¥ OM3HEC-COI030B,
KacaroLuecs:

OTpeNieJIeHUs] TPABOBOIO CTaTyca MPHUBJIEKAEMbIX CTOPOHHHUX JIHII,
BBEJACHUS B  JOKYMEHT TIOJIO)KEHUH 1O TPOBENCHUIO  aTTeCcTalluu
(apMmalleBTUUECKUX HWHCIEKTOPOB, CO3JaHHUE MOpsaKa paboThl ¢ kanodaMu U
OPETEH3UsAMA IO  pe3yibraraM  MHCIEKIMA W WHBIM  PELICHUsIM
(apMaleBTUUECKOTO HWHCIEKTOpaTa, IOCKOIbKY OHM OTHOCATCS K cdepe
JEMCTBUSI MHOTO JOKYMEHTA U B HacToslIee BpeMs perynupytorcs Cucremamu
KauecTBa (papMaleBTHUECKUX UHCIIEKTOPATOB TocyapcTB-wieHoB Coro3a;

BBEICHHA B JOKYMEHT MHBIX BUJOB MHCHEKIUI (HA COOTBETCTBUE MHBIM
BUJIaM HAJUIEKAIIMX PAKTUK) IOCKOJIBKY OHU OTHOCSITCS K c(hepe MPUMEHEHUS
COOTBETCTBYIOIIUX JOKYMEHTOB KOMHCCHM, CBSI3aHHBIX C BBIIOJIHEHUEM

KaXX101ro u3 BU10B I/IHCHGKHHﬁ;
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BHE/IPEHUS B HACTOSLIUN TOKYMEHT PUCK-OPUEHTHPOBAHHBIX ITOAXOI0B K
HA3HAYCHHUIO MHCIIEKIIAN, OLICHKE €€ PE3YJIBTATOB, IIOCKOJIBKY OHU HE OTHOCSITCS
K MpOUEAYPHbIM (aJIMUHUCTPATUBHBIM) MOMEHTaM HENOCPEACTBEHHOIO
BBINOJIHEHUSI MHCIIEKIMU U TPeOyrOT pa3pabOTKU OTHEIIBHOTO HOPMAaTUBHOIO
aKTa, KAacaollerocs BONPOCOB IUIAHUPOBAHUS M OLEHKH PE3YyJBTaToOB
UHCIIEKLIMM, pelakuusi KOTOpOro MOKET ObITh HpopaboTaHa IpU €€

NPEACTABICHUH 3aMHTEPECOBAHHON OM3HEC-CTOPOHOM.



