Cratbs 333.32.1. Pa3amepbl rocyiapCTBEHHOM MOLWNUHBI 3a COBEpLUeHWe AeNCTBUI YNONMHOMOYEHHbIM dheaepanbHbIM OPraHoM UCMONMHUTENbLHOW BNAacTy NpU OCYLLECTBIIEHMM FOC.perncTpauunm neknpenapaTos

Article 333.32.1. Stamp duties for actions of the authorized federal executive body in area of state registration of pharmaceuticals

Bua nownuHbl

Stamp duty type

Lo 31 pekabpsa 2014
Up to 31 Decemver 2014

C 1 auBaps 2015
From 1 January 2015

C 1 viona 2015
From 1 July 2015

3a npoBeaeHVe 3KCNepTU3bl JOKYMEHTOB AN NOMyYeHUs paspeLLleHnii Ha
npoBefeHne KIMHUYECKVX UCCIIeA0BaHWiA NekapCTBEHHOrO npenapara Ans
MEANLMHCKOrO NPUMEHEHMS N ATUYECKOIN JKCepTU3bl Npu obpalleHnn 3a
rocynapcTBEeHHON perucTpauyeii nekapcTBEHHOro npenapara

For the expert review of documents submitted for obtaining the
authorization for clinical trials of pharmaceutical for medical use and
for the ethics expertise when applying for state registration of a
pharmaceutical

RUB 75 000
HK PO, cT1. 333.32.1, n. 1
Tax Code, Art. 333.32.1 para 1

RUB 110 000
221-93, ct.1,n.8,nn. 1
221-FZ, Art. 1, para 8, subpara 1

RUB 110 000
480-93,ct.1,n.1
480-FZ, Art. 1, para 1

3a BblAady pa3pellueHnsa Ha nposegeHne KnnHN4ecKkoro ncenenosaHna
neKapCTBEHHOro npenaparta ana MeguumMHCKOro npuMeHeHusa

For issuance of the authorization for clinical trials of a pharmaceutical
for medical use

RUB 5 000
480-93, ct. 1, n.9
480-FZ, Art. 1, para 9

3a npoBeaeHne 3KCNepTU3bl JOKYMEHTOB, NPEeACTaBNEeHHbIX ANs
onpeaeneH s BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN Npenapar Ans
MEAMLMHCKOrO NPUMEHEHUs NMPU roCcyAapCTBEHHOM pervcTpaumum B kavyecTse
OpchaHHOro NeKapCTBEHHOro npenapara

For expertise of documents submitted for evaluating a
pharmaceutical's qualification for an orphan drug

RUB 25 000
480-93,cT.1,n.2
480-FZ, Art. 1, para 2

3a npoBeAeHve aKCrepTU3bl KayecTBa NekapCTBEHHOTO CPEeACTBa U
3KCMEPTU3bl OTHOLLEHNS OKMAAEMON MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS! NIeKapCTBEHHOTO npenaparta Ans MEAULMHCKOrO NpUMEHeHNs
MpW ero rocyAapCTBEHHON perncTpaLmm

For quality expert review of a pharmaceutical and evaluation of its
expected health benefit / risk ratio in course of its state registration

RUB 225 000
HK P®, cT. 333.32.1, n. 2
Tax Code, Art. 333.32.1 para 2

RUB 325 000
221-93, ct.1,n. 8, nn. 2
221-FZ, Art. 1, para 8, subpara 2

RUB 325 000
480-93,cT.1,n.5
480-FZ, Art. 1, para 5

3a npoBefeHMe IKCNepTM3bl KayecTBa NekapCTBEHHOTO CPeACTBa U
3KCMEPTU3bl OTHOLLEHUS OKMAAEMON MOb3bl K BO3MOXHOMY PUCKY
NPUMEHEHWs NEKapCTBEHHOTO Npenapara, paspeLLeHHOro Ans MeaULMHCKOTo
npuMeHeHusi Ha TeppuTopumn Poccuiickon Peanepaumm 6onee 20 neT, npu
rocyapCTBEHHOW perucTpaumm nekapcTBEHHOrO npenapara

For quality expert review of a pharmaceutical and evaluation of its
expected health benefit / risk ratio in course of its state registration -
for pharmaceuticals permitted for medical use in Russia for over 20
years

RUB 30 000
HK PO, cT. 333.32.1,n. 3
Tax Code, Art. 333.32.1 para 3

RUB 45 000
221-®3,cT.1,n.8,nn. 3
221-FZ, Art. 1, para 8, subpara 3

RUB 45 000
480-03,cT.1,n.6
480-FZ, Art. 1, para 6

3a nposeeHne 3KCNepTM3bl Ka4ecTsa NekapCTBEHHOTO CpeAcTea n
3KCMEPTN3bl OTHOLLEHUS OKMAAEMO MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHVs1 NekapCTBEHHOro npenapara Ans MeJULVHCKOro NPUMEHEHNS, B
OTHOLLIEHUM KOTOPOTrO NPOBEAEHbI MeXAYHapOAHbIE MHOMOLIEHTPOBbIE
KMUHWYECKNE NCCneaoBaHuns, YacTb M3 KOTOPbIX MPOBEAEHa Ha TeppuUTopun
Poccuiickon ®epepauun, npu rocyaapCTBEHHON pernctpaumm
neKapcTBEHHOro npenapara

For quality expert review of a pharmaceutical and evaluation of its
expected health benefit / risk ratio in course of its state registration -
for pharmaceuticals for which international multi-center clinical trials
have been completed and partially performed in Russia

RUB 225 000
HK P, cT. 333.32.1, n. 4
Tax Code, Art. 333.32.1 para 4

RUB 325 000
221-03, cT. 1,n.8,nn. 4
221-FZ, Art. 1, para 8, subpara 4

RUB 325 000
480-93,c1.1,n.7
480-FZ, Art. 1, para 7

3a npoBeAeHne 3KCNEPTU3bl KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U
3KCMEPTH3bl OTHOLLEHWS OXKMAAEMO MOMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHu1sl NeKapCTBEHHOTO Npenaparta Ansi BETEPUHAPHOMO NpUMEHEHMS
npw €ro rocyfapcTBEHHON perucTpammn

For quality expert review of a pharmaceutical for veterinary use and
evaluation of its expected health benefit / risk ratio in course of its
state registration

RUB 150 000
HK PO, c1. 333.32.1,n. 5
Tax Code, Art. 333.32.1 para 5

RUB 215 000
221-93,ct1.1,n.8,nn. 5
221-FZ, Art. 1, para 8, subpara 5

RUB 215 000
480-93,c1.1,n.8
480-FZ, Art. 1, para 8

3a noaTeepxapexHue FOCy,Cl,apCTBeHHOVI pernucTpauumn nekapcTseHHoro
npenapara ans MeanumHCKOro npuMeHeHus

For confirming the state registration of a pharmaceutical for medical
use

RUB 100 000
HK P, cT. 333.32.1,n. 6
Tax Code, Art. 333.32.1 para 6

RUB 145 000
221-®3, cT.1,n.8,nn. 6
221-FZ, Art. 1, para 8, subpara 6

RUB 145 000
480-93,cT.1,n. 13
480-FZ, Art. 1, para 13

3a noateepxaeH1e rocyaapcTBEHHON PerncTpaumnm nekapCcTBEHHOo
npenapara Ans BETePUHAPHOro NpUMeHeHNs

For confirming the state registration of a pharmaceutical for
veterinary use

RUB 50 000
HK P®, cT. 333.32.1,n. 7
Tax Code, Art. 333.32.1 para 7

RUB 70 000
221-93,ct.1,n.8,nn. 7
221-FZ, Art. 1, para 8, subpara 7

RUB 70 000
480-d3,ct.1,n. 14
480-FZ, Art. 1, para 14




Bua nownuHbl

Stamp duty type

Lo 31 nekabpsa 2014
Up to 31 Decemver 2014

C 1 auBapa 2015
From 1 January 2015

C 1 viona 2015
From 1 July 2015

3a BHeCeHWe U3MEHEHW B MHCTPYKLMIO MO MPUMEHEHMIO NIeKapCTBEHHOTO
npenapara Ansi MeaMLMHCKOro NpUMeHeHUs!

For introducing amendments into the user manual for a
pharmaceutical for medical use

RUB 50 000
HK PO, cT1. 333.32.1, n. 8
Tax Code, Art. 333.32.1 para 8

RUB 70 000
221-93, ct.1,n.8,nn. 8
221-FZ, Art. 1, para 8, subpara 8

3a BHECEHME B JOKYMEHTbI, CoAepXKalLnecsi B PErMCTPaLOHHOM [OCbE Ha
3aperVicCTpUpOBaHHbIi NEeKapCTBEHHbI NpenapaT Ansi MeaULMHCKOTo
NPUMEHEHMS, U3MEHEHUI, TPEBYIOLLMX NPOBEAEHNSI IKCMNEePTH3bI
NEKapCTBEHHbIX CPEACTB B YaCTW IKCNEPTU3bI KAYECTBA NEKAaPCTBEHHOTO
cpeacTea v (M) 3KCNepTU3bl OTHOLLEHWS! OXUAAEMOI NMOSb3bl K BO3MOXHOMY
PUCKY NPYMEHEHUS NeKapCTBEHHOrO Npenapata Ans MEANLIMHCKOTO
npyMeHeHus

For introducing into documents included into the Registration Dossier
for a pharmaceutical for medical use amendments requiring the
expert review in part of the quality expert review and evaluation of
expected health benefit / risk ratio

RUB 75 000
480-d3,ct.1,n.15
480-FZ, Art. 1, para 15

3a BHeceHve B JOKyMEHTbI, coepXallmecst B perncTpauvoHHOM J0Cbe Ha
3aperucTpMpoBaHHbIN NeKapCcTBEeHHbIN Npenapar Ans MeAULUHCKOro
NPYMEHEHUS, UBMEHEHWI, He TPeByIOLLIMX NPOBEAEHNS SKCNEPTU3bI
NlekapCTBEHHbIX CPeACTB AN MEAULIMHCKOTO NPUMEHEHUS

For introducing into documents included into the Registration Dossier
for a pharmaceutical for medical use amendments not requiring the
expert review

RUB 5 000
480-93,c1.1,n. 16
480-FZ, Art. 1, para 16

3a BHECEHME U3MEHEHWI B MHCTPYKLMIO MO MPUMEHEHWIO NIeKapCTBEHHOTO
npenapara Ansi BETePMHAPHOTO NPUMEHEHUs!

For introducing amendments into the user manual for a
pharmaceutical for veterinary use

RUB 50 000
HK PO, cT1. 333.32.1, n. 9
Tax Code, Art. 333.32.1 para 9

RUB 70 000
221-93, ct.1,n.8,nn. 9
221-FZ, Art. 1, para 8, subpara 9

3a BHeceHWe B AOKYMEHTbI, COAEPKaLLMECS B PEMVCTPALIMOHHOM A0ChEe Ha
3apEerMCTPUPOBaHHBIN NEKapCTBEHHbIN Npenapart ANlst BETEPUHAPHOTO
NPVYMEHEHUSs, UBMEHEHWNI, TPEBYIOLLWX NPOBEAEHNS SKCMEPTU3bI
NeKapCTBEeHHbIX CPEACTB Afisi BETEPUHAPHOTO NPUMEHEHUS!

For introducing into documents included into the Registration Dossier
for a pharmaceutical for veterinary use amendments requiring the
expert review

RUB 70 000
480-93, cT.1,n.20
480-FZ, Art. 1, para 20

3a BHECEHME B JOKYMEHTbI, CoAepXKalLnecsi B PErMCTpaLyoHHOM JOCke Ha
3apErVCTPUPOBaHHbI NEKAPCTBEHHbI NpenapaT Ansi BETepUHapHOro
NPUMEHEHUS, U3MEHEHUI, He TPEBYIOLMX NPOBEAEHMS SKCNEPTU3bI
NeKapCTBEHHbIX CPEACTB Al BETEPUHAPHOTO NMPUMEHEHMS

For introducing into documents included into the Registration Dossier
for a pharmaceutical for veterinary use amendments not requiring the
expert review

RUB 2 600
480-d3, ct. 1, n. 21
480-FZ, Art. 1, para 21

3a BHeceHWe U3MEeHeHWii B cocTaB nekapCTBeHHOro npenapata anga
MeANLNHCKOro NnpuMeHeHnsa

For introducing amendments to the composition of a pharmaceutical
for medical use

RUB 100 000
HK P®, cT. 333.32.1, n. 10
Tax Code, Art. 333.32.1 para 10

RUB 145 000
221-93, ct.1,n. 8, nn. 10
221-FZ, Art. 1, para 8, subpara 10

3a BKItoYEHNe (hapMaLeBTUYECKON CyGCTaHLMK, HE UCMONb3yeMon npu
NPOV3BOACTBE NIEKAPCTBEHHbLIX NPEnapaToB, B roCYAapCTBEHHbI PEECTp
NekapCTBEeHHbIX CPeacTs

For including a pharmaceutical substance, not used in production of
pharmaceuticals, into the State Register of Pharmaceuticals (GRLS)

RUB 100 000
HK P, cT. 333.32.1, n. 11
Tax Code, Art. 333.32.1 para 11

RUB 145 000
221-93, ct. 1, n. 8, nn. 11
221-FZ, Art. 1, para 8, subpara 11

3a BKIIOYEHWE B rOCYAapCTBEHHbIN PEECTP NEKapCTBEHHbLIX CPEACTB
hapmaLieBTUHeCKON cybcTaHLmMmn, Npon3BeAeHHO AN peanvaauum

For including a pharmaceutical substance, manufactured for re-sale,
into the State Register of Pharmaceuticals (GRLS)

RUB 145 000
480-®3, cT. 1, n. 17
480-FZ, Art. 1, para 17

3a BblAady paspeLllueHns Ha npoBegeHne MexayHapogHoro MHOroueHTpoBOro
KITMHMYECKOro nccnenoBaHnsa nekapcTtBeHHOro npenaparta ansa MeanunHCKoro
NpUMEeHeHna

For issuance of a permit for international multi-center clinical trials of
a pharmaceutical for medical use

RUB 200 000
HK PO, cT. 333.32.1, n. 12
Tax Code, Art. 333.32.1 para 12

RUB 290 000
221-93, ct.1,n. 8, nn. 12
221-FZ, Art. 1, para 8, subpara 12

RUB 5 000
480-93,cT.1,n.10
480-FZ, Art. 1, para 10




Bua nownuHbl

Stamp duty type

Lo 31 nekabpsa 2014
Up to 31 Decemver 2014

C 1 auBapa 2015
From 1 January 2015

C 1 viona 2015
From 1 July 2015

3a npoBeAeHne 3KCNepTn3bl JOKYMEHTOB JIeKapCTBEHHOIO npenaparta ans
nonyvyeHns paspeLlleHns Ha npoBefeHne MexgyHapogHOro MHOroLeHTpoBoro
KIMMHMYECKOro nccnenoBaHns nekapcTtBeHHoro npenapara ans MmeanunHCKoro
NpUMEeHeHua

For expert review of documents submitted when applying for a permit
for international multi-center clinical trials of a pharmaceutical for
medical use

RUB 210 000
480-93,c1.1,n.3
480-FZ, Art. 1, para 3

3a Bblavy pa3pelleHns Ha npoBeneHne nocTperncTpaunoHHOro
KIMMHMYECKOro nccnenoBaHus nekapcTtBeHHOro npenapara ans MeanunHCKoro
npUMeHeHua

For issuance of a permit for post-registration clinical trials of a
pharmaceutical for medical use

RUB 50 000
HK P, c1. 333.32.1, n. 13
Tax Code, Art. 333.32.1 para 13

RUB 70 000
221-93,ct.1,n.8,nn. 13
221-FZ, Art. 1, para 8, subpara 13

RUB 5 000
480-d3,ct. 1, n. 11
480-FZ, Art. 1, para 11

3a npoBefieHne 3TUYECKON IKCNEePTU3bI, AKCNEPTU3bI JOKYMEHTOB
TlekapCTBEHHOrO npenapata Afs Nosly4YeHns paspeLleHus Ha npoBedeHne
NOCTPErnCTPaLMOHHOIO KIMHNYECKOro UCCIeA0BaHWs IeKapCTBEHHOTO
npenapara Ansi MeaMLMHCKOro NpUMEHeHUs!

For ethics review, expert review of documents submitted when
applying for a permit for post-registration clinical trials of a
pharmaceutical for medical use

RUB 60 000 RUB
480-93,cT.1,n.4
480-FZ, Art. 1, para 4

3a BblAayy perncTpaumoHHOro yaqoCctoBepeHUsa nekapcTBeHHOro npenapara

For issuance of a Registration Certificate for a pharmaceutical

RUB 10 000
480-93,cT. 1,n. 12
480-FZ, Art. 1, para 12

3a BHeceHWe B OKYMEHTbI Ha (hapMaLieBTUYECKyIo CyBCTaHLuto,
NPOV3BEAEHHYIO A1 Peanu3aumnm 1 BKIKYEHHYIO B FTOCYAaPCTBEHHbIN PeecTp
NeKapCTBEHHBIX CPEACTB, UBMEHEHNI, TPEBYIOLLMX NPOBEAEHNS SKCNEPTU3bI
NekapCTBEeHHbIX CPeacTs

For introducing into documents for a pharmaceutical substance,
manufactured for re-sale and included into the State Register of
Pharmaceuticals (GRLS), of amendments requiring the expert review

RUB 75 000
480-93,c1.1,n. 18
480-FZ, Art. 1, para 18

3a BHeceHWe B JOKYMEHTbI Ha hapMaLieBTUYeCKyto Cy6cTaHumio,
NPOU3BEAEHHYI0 ANt peanu3aLmm U BKITIOYEHHYIO B rOCYAapCTBEHHbIV peecTp
NeKkapcTBEeHHbIX CPEACTB, U3MEHEHUI, He TPeByIoLLMX NpoBeaeHNs!
3KCMePTH3bl NIEKapCTBEHHBIX CPEACTB

For introducing into documents for a pharmaceutical substance,
manufactured for re-sale and included into the State Register of
Pharmaceuticals (GRLS), of amendments not requiring the expert
review

RUB 5 000
480-93,c1.1,n. 19
480-FZ, Art. 1, para 19

3a Bblaavy Ay6nukaTta perncTpaumoHHOro Ya0CTOBEPEHUs NEKapCTBEHHOTO
npenapara

For issuance of a copy of the Registration Certificate for a
pharmaceutical

RUB 2 000
480-93, cT. 1, n. 22
480-FZ, Art. 1, para 22




