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Foreign Citizens

On 3 November 2015 the Russian President signed Federal Law No. 299-FZ “On
Ratification of a Treaty between the Governments of the Russian Federation and the
Republic of Belarus on Mutual Recognition and Procedure for Implementation of
Decisions to Deny Entry to the Territories of Member States of the Treaty” (the “Treaty”).

The Law completes the ratification process of a Treaty signed on 3 March 2015 in Moscow. The Treaty
establishes that a decision of one Member State to deny entry shall be recognised by another Member States
as grounds for denying entry to a foreign citizen or a stateless person, refusing their visa application to travel
to another Member State, or reducing the term of their temporary residence permit in the territory of such
Member State.

Nevertheless, a Member State is entitled to grant entry or leave to stay in its territory to a foreign citizen or a
stateless person who was barred from entry by another Member State. In such event, the admitting Member
State shall inform the denying Member State about its decision, notify a foreign citizen or a stateless person
about any entry restrictions in place.

The Law entered into force on 15 November 2015. The Treaty shall come into force on the day of receipt of
the last written notification of its ratification by Russia and Belarus through diplomatic channels.

Environment

On 28 September 2015 the Russian Government adopted Resolution No. 1029 on criteria
for classification of objects, which have a negative impact on the environment.

Pursuant to recent amendments in Federal Law No. 7-FZ “On Environmental Protection”, objects that have a
negative impact on the environment are divided into four categories depending on the level of their
interference with the environment (e.g., objects in the 1* category have the highest level of hazard). The
appropriate legal regime applicable to an object depends on the category it was assigned (e.g., objects of the
1* category are required to obtain a comprehensive environmental permit; objects of the 2" category must
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submit a declaration on their environmental impact). The Resolution now sets the criteria on the basis of which
objects will be classified into one of the 4 categories.

The Resolution entered into force on 9 October 2015.

Subsoil

On 28 October 2015 the Russian Government adopted Resolution No. 1155 to amend the
Regulation on termination of rights to use subsoil deposits of federal significance for
exploration and extraction of mineral resources under a combined licence to conduct
geological survey, as approved by Government Resolution No. 697 of 16 September
2008.

Pursuant to the Law “On Mineral Resources”, the Regulation establishes, in particular, a procedure for
adopting decisions on termination of rights to use subsoil deposits of federal significance under a combined
licence (for geological survey, exploration and production of mineral resources) by a licensee who is a foreign
investor or a legal entity controlled by foreign investors. The Government may terminate the right to use a
subsoil deposit of federal significance discovered during a geological study, if exploration and production in
this deposit by a foreign subsoil user may pose a threat to national security.

After the subsoil deposit is discovered, the subsoil user must submit an application (together with the
documents listed in the Regulation) to the Federal Agency on Subsoil Use for review of prospective
exploration and production of natural resources in the discovered subsoil deposit of federal significance. The
amendments expand the list of documents to be included in the application in order to obtain more
comprehensive information on legal entities controlled by a foreign investor or being foreign investors. In
particular, documents containing the following information must be submitted: (i) persons, directly or indirectly,
in control of the subsoil user; (ii) participation of such persons in the management of the subsoil user and
(iii) beneficiary owners.

The Resolution entered into force on 11 November 2015.
Investments

On 7 August 2015 the Ministry of Industry and Trade (“Minpromtorg”) issued
Order No. 2288 approving the form of an application for entering into an investment
contract, and Order No. 2289 on monitoring and control over fulfilment by investors of
their obligations under concluded investment contracts.

Orders were registered with the Ministry of Justice on 7 October 2015.

Federal Law No. 488-FZ “On Industrial Policy of the Russian Federation” provides for state support measures
aimed at promoting development of commercially viable domestic industry. One of the measures is the
opportunity to conclude special investment contracts pursuant to which investors undertake to create and
develop industrial production in Russia, whereas the state shall ensure a stable business environment. The
procedure for concluding special investment contracts and its model form were set earlier by the Resolution of
the Government No. 708 dated 16 July 2015."

Order No. 2288 approves a form of an investor’'s application to conclude a special investment contract to be
submitted to Minpromtorg. Depending on the type of investment project, the Order approves forms of
applications for: (i) creation or modernisation of industrial production; (ii) integration of the best available
technologies into industrial production;2 and (iii) development of production of industrial goods, which have no
substitutes produced in Russia.

b For details please refer to our update for 22 June — 19 July 2015.

2 This form will apply from 1 January 2019.
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Order No. 2289 establishes a procedure for exercise of monitoring and control by Minpromtorg over fulfilment
by investors of their obligations under concluded investment contracts. Specifically, monitoring is to be
conducted every six months from the date of execution of the contract, and includes collection of the day-to-
day information on the progress of project realisation under the contract. Following the results of monitoring,
Minpromtorg shall send a letter to the investor. Control includes review of interim and final reports on fulfilment
by the investor of his obligations under such contracts. Forms of these reports and deadlines for submission
thereof are specified in the Order No. 2289. Following the results of such control, the Ministry shall prepare an
appropriate determination to be sent to the investor, and to be published on the Ministry’s official website.

Order No. 2288 entered into force on 20 October 2015 (save for certain provisions).

Order No. 2289 entered into force on 23 October 2015.
Pharmaceuticals

On 28 October 2015, the Russian Government adopted Resolution No. 1154 approving
the Rules on Assessment of Drug Interchangeability (the “Rules”).

The Rules establish a procedure for assessment of interchangeability of a drug at its state registration stage to
take place during examination of its quality and/or assessment of the ratio between expected benefits and
possible risks of its administration. The Scientific Centre for Assessment of Drugs of the Russian Ministry of
Healthcare (the “Centre”) carries outs examinations and makes determinations on interchangeability (non-
interchangeability) of drugs. Such determination is based on comparison of the drug in question with a
reference drug on parameters set out in the Law on the Circulation of Drugs, including: (i) the equivalence or
comparability of the additives’ composition; (ii) the equivalence of the methods of drug administration or use;
(iii) the absence of clinically significant differences in the safety and effectiveness indices; (iv) the producer’s
compliance with the requirements of good manufacturing practice.3

The decision on interchangeability (non-interchangeability) of a drug is executed in the form of an annex to the
Centre’s expert determination.

The Resolution entered into force on 10 November 2015.
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KoHTakTbl: Uropb OcTtaneu, AHapen JoHUOB

MHOCTpaHHbIe rpaxaaHe

3 HosI6psa 2015 roaa MNMpe3snpeHT PO noanucan PenepanbHbin 3akoH Ne 299-03

«O patudmkauum CornaweHus mexay Npasurtenscteom P® u MNpaButen-cTBOM
Pecny6nukn Benapycb 0 B3aMMHOM NPU3HaHMU U NOpPsiAKEe UCNOJTHEHUA peLweHun o6
OoTKa3se BO Bbe3e Ha TeppuTOpPMUIO rocyaAapcTB — yYyacTHUKoB CornailueHus»
(«CornaweHuey).

3akoH 3aBepluaeT npouenypy patndukaumm CornaweHusi, Kotopoe 6biro nognucaHo 3 mapta 2015 roga B
Mockse. CornalwieHue npegycMaTpmBaeT, YTO pelleHnst o6 oTkase BO Bbe3fe, NPUHATbIE OOHUM
rocygapCTBOM, MPU3HAKTCA B KAYECTBE OCHOBaHWIA ANS OTKa3a MHOCTPaHHOMY rpaxkgaHuHy unm nuuy 6e3
rpaxkgaHcTBa BO Bbe3fe, Bbigaye BM3bl A8 Bbe3[a Ha TEPPUTOPUI0 APYroro 4oroBapyBaloLLerocs
rocygapcrsa Unm CokpalleHUsi Cpoka BPeMEHHOro npebbiBaHNs Ha TeppyuTopuM Takoro rocygapcrBa.

MNpu 3TOM JOroBapuBaloLLEECcs rocyaapcTBO BNpaBe paspelunTs Bbesa unu npebbisaHne Ha cBoeit
TEPPUTOPUM UHOCTPAHHOMY rpaXkaaHuHy Unv nuuy 6e3 rpaxaaHcTea, KOTopomy Gbino 0Tkas3aHo BO Bbesae
JApYrum rocynapctsoM. B aTom criyyae paspelunsliee Bbes/] rocyaapcTBo yBeAOMNAET 3anpeTusLiee
rocyaapcTBO O NMPUHATOM PELLEHUN, 8 UHOCTPAHHOIO rpakaaHuHa Unm nuuo 6e3 rpaxaaHcTsa — O HanMynm B
OTHOLLIEHWUWN HEro peLleHns O 3anpeTe Ha Bbesn Ha TePPUTOPUI0 APYroro rocyaapcTaa.

3akoH ecmynun 6 cuny 15 Hos16ps1 2015 eoda. CoenawieHue ecmynum & cusly co OHS Mosy4YeHust fo
ournioMamu4yecKuM KaHasnam rocriedHe2o nuCbMeHHO20 yeedoMIieHUs1 0 e20 pamugbukayuu P® u
Pecnybnukol benapyce.
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Okpyxarowana cpena

28 ceHTa6pAa 2015 ropa lNpaButenbcteo P® npuHsano NocraHosneHune Ne 1029 o
KpUTEpUAX KaTeropusauum o6bLeKToB, OKa3blBalOLWUNX HEraTMBHOe BO3AeMCTBUE Ha
OKpyXaroLuyio cpeay.

B cooTBeTCcTBMM C HeaaBHUMU uameHeHnsmn B PepepanbHbiii 3akoH Ne 7-03 «O6 oxpaHe okpyxatoLLen
cpeabl» 06BLEKTHI, OKa3biBaoLLMe HeraTMBHOE BO3AENCTBUE HA OKPYXKaKOLLYIO cpeay, NnoapasaensaTcs Ha
YyeTblpe KaTeropun B 3aBUCMMOCTU OT YPOBHSA BO3AENCTBUSA Ha OKPYKaoLLYI0 cpeay (Hanpumep, obbekTsl |
kaTteropuun Hanbonee onacHble). B 3aBUCMMOCTN O NPUCBOEHHOM KaTeropum K o6bekTy Byaet NnpuMMeHaTLCA
COOTBETCTBYIOLLNI NPABOBON pexum (Hanpumep, Ans obbekta | kateropum noTpebyeTca nonyvatb
KOMMMNEKCHOE 3KOMOrMyeckoe paspelleHume, 2 kKaTeropum — NpeAcTaBnsaTb Aeknapaumio 0 BO34eNCcTBUM Ha
oKpyxatoLLyto cpealy). [ocTaHoBNEHMe ycTaHaBNMBaET KPUTEPUU, HA OCHOBAHMM KOTOPbIX OCYLLEeCTBNAETCH
OTHeceHus aaHHbIX 06beKToB k obbekTam |, I, Il n IV kaTeropui.

lMocmaHosneHue ecmynurno 8 curty 9 okmsbps 2015 2oda.
Hepgpononb3oBaHue

28 okTab6psa 2015 rona MNpasutenbctBo P® npuHsano NocraHoBneHue Ne 1155 o
BHeCeHUN nameHeHun B [onoxeHne o NPUHATAMN peLLeHUs1 O NpeKpaLleHun npasa
nonb30BaHUA y4acTKOM Heap deaepanbHOro 3Ha4eHUs Ans pasBeaku u Aoo6bIumn
norie3HbIX UCKOMaeMbIX B Crly4yae OCyLeCTBIIeHUs1 reofIorM4eckoro usyyeHus Hegp no
COBMeLLEeHHOM NuueH3nu, yreepxaéHHoe lNMoctaHoBneHuem lNMpaButenoctea PP Ne 697
oT 16 ceHTA0psa 2008 ropa.

B cooTtBeTCcTBMM C 3aKOHOM O Hegpax MonoxeHune yCTaHaBnMBaeT, B HaCTHOCTU, NOPAOOK NPUHATUA peLleHndA
O npeKkpalleHnn npasa noJib30OBaHUA y4aCTKOM HeLp q)e/:l,epaanoro 3Ha4YeHMsi N0 COBMELLEHHON NULIEH3UN
(Ha reonorn4yeckoe n3y4vyeHue Heap, passegky 1 E,O6b|‘-ly Nnone3HbIX MCKOI'IaeMbIX) HeJpononb3oBaTeENeEM,
ABndroiMMca ropngn4ecknmm nnuom noa KoOHTposieM MHOCTPaHHbIX MHBECTOPOB UMMM MHOCTPAaHHbLIM
WHBECTOPOM. npaBMTeJ'IbCTBO P® moxeTt NPUHATL peLleHne o npexkpalleHnn npasa nosfib3oBaHNA y4aCTKOM
Heap cbep,epaanoro 3Ha4YeHUdA, OTKPbITOro nNpn ocyLecTBleHNU reofiormn4eckoro ny4eHma Hegp, ecnum
pa3Beaka u po6blya NonesHbIX NCKonaemblX YKa3aHHbIM Heaponosib3oBaTtesieM Ha TakoM y4acTKke Heap
npmeeneT K BOBHUKHOBEHNIO Yrpo3bl 060p0He CTpaHbl 1 6esonacHocTn rocygapcrea.

Mocne oTKPbLITUA TaKoro MeECTOPOXAEHUSI HEAPOMONb30BaTeNb NofaeT 3asBky B PeneparnbHoe areHTCTBO Mo
HeLponosib30BaHUO (BMECTE C NepeYncrieHHbIMU B MNONOXEHUU JOKYMEHTaMK) ANs pacCMOTPEHUS
BO3MOXXHOCTM OCYLLECTBIEHMS pa3Beakun U JoObluM NOME3HbIX UCKONAeMbIX Ha AaHHOM y4yacTke Heap.
BHeceHHble U3MEeHeHUsT paclUMpsIOT NepeyeHb JOKYMEHTOB, NpuiaraeMblx K 3asBke, B LeNsSX NofyyYeHus
6onee NONHOM MHOPMaLIMK O LOPUANYECKMX NULLAX, HAXOASALWMUXCS NOA KOHTPONEM MHOCTPAHHOrO MHBECTOPA
UNn ABNSOLLMXCS MHOCTPaAHHLIM MHBECTOPOM. B 4acTHOCTU, ONONHUTENBHO NPeaCcTaBNSATCS JOKYMEHTDI,
cogepxawme ceegeHus: (i) o nuuax, NPSIMO UM KOCBEHHO KOHTPONMpYHOLWMX Hegponornb3osaTens; (ii) 0o
y4yacTum Takux Ninu, B ynpaBreHnn 4esaTenbHOCTbo Hegpononb3oBaTtens u (iii) o 6eHedmumnapHbIx
BrnagenbLuax.

lNocmaHoesneHue ecmynusio & curny 11 Hos6psi 2015 2o0a.
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MHBecTULMOHHaA AeATeNnbHOCTb

7 aBrycta 2015 roga MMHMUCTEpCTBO NPOMbILWIEHHOCTU U Toprosnu P® («MuHnpomTtopr
P®») nspano lNpukas Ne 2288, yreepxaarowmmn popMy 3asiBNeHUs O 3aKNOYeHUN
MHBECTULMOHHOIO KOHTpakTa, v lNMpuka3s Ne 2289 o0 MOHUTOPUHIe N KOHTpoOne 3a
MCNOfTHEHMEM UHBECTOpPaMMn 0683aTeNbCTB MO 3aKNHYEeHHbIM MHBECTULIMOHHBLIM
KOHTpaKTam.

lpuka3sbi 3apeacucmpuposaHbl 8 MuHiocme P® 7 okmsbps 2015 20da.

denepanbHbin 3akoH Ne 488-03 «O npomblwneHHon nonutuke B Poccuiickon ®epepaunny ot 31 gekabps
2014 roga npegycMmatpuBaeT Mepbl rocyaapCTBEHHON NOAAEPXKKN, CTUMYNUPYIOLLME pa3BUTME
KOHKYPEHTOCNOCOBHON 0TEeYECTBEHHOW NPOMbILLNIEHHOCTU. B kKauyecTBe 0gHON U3 Mep ABMSEeTCS BO3MOXHOCTb
3aKNO4eHMs 0COBbIX UHBECTULIMOHHBIX KOHTPaKTOB, B COOTBETCTBUU C KOTOPbIMU MHBECTOPbLI 0053Yy0TCH
co3aaTtb UNU 0CBOWTL NPOM3BOACTBO NMPOMbILLIIEHHOW NpoayKumum B Poccun, a rocygapcteso obecneyunTb
ctabunbHble ycnoBusa BeaeHus 6usHeca. MNopagok 3aknoyeHns cneLmanbHbIX MHBECTULMOHHBIX KOHTPAaKTOB
nero TMI‘IOBlaFl ¢opma 6bInun paHee yTeepxaeHbl MNoctaHoBneHuem MNMpasuTtensctea PO Ne 708 ot 16 uionsa
2015 roga.

Mpukas Ne 2288 yteepxaaet hopMy 3asiBfieHNs MHBECTOPA O 3aKH0YEeHUU C HAM cheumnasnbHOro
WHBECTULMOHHOIO KOHTpakTa, Hanpasnsemoro B MuHnpomtopr P®. B 3aBucMMocTu oT Buaga
WHBECTULMOHHOIO NPOeKTa, YTBEPXKAEHbl POpMbl 3asBNeHus Ha: (i) co3gaHme nnm MogepHn3aumio
NPOMBILLIEHHOIO NPOU3BOACTBA, (ii) BHEAPEHWE HaUMyYLINX JOCTYMHbLIX TEXHOMOIMMIA B MPOMbILLIEHHOE
npon3BoAcTBo® u (iii) OCBOEHME MPOU3BOACTBA MPOMBILLAEHHON NPOAYKLIMM, HE MEOLLIEN MPON3BEAEHHbIX B
Poccumn aHanoros.

Mpukas Ne 2289 yctaHaBnnBaeT NopsiAok ocylecTsrneHms MuHnpomtoprom PO MOHUTOPUHIa 1 KOHTPONS 3a
UCNONHEeHneM UHBeCcTopamMu 06a3aTeNbLCTB NO 3aKMOYEHHBIM MHBECTULMOHHBIM KOHTpakTaM. B yacTHocTwy,
MOHUTOPWHI NPOBOANTCH Kaxable 6 MecsLeB C AaTbl 3aKMYeHNst KOHTpaKTa 1 BkroyaeT B cebs cbop
TekyLen nHpopmMmaumm 0 Xxoae peanusarmm MHBECTULIMOHHOIO NPOeKTa B paMkax KoHTpakTa. Mo pesynbTatam
MOHUTOpuHra MuHnpomTtopr P® HanpaBnsaeT nHBecTopy nncbMo. KOHTpOmnb BKMoYaeT B cebs paccMoTpeHme
NPOMEXYTOUHBIX U UTOFOBbLIX OTYETOB 06 UCNONHEHUN MHBECTOPOM MPUHSATLIX Ha cebs 06a3aTenbLCTB No
Takum KoHTpakTam. PopMbl OTHETOB 1 CPOKM UX NPEeOCTaBNeHUA NHBECTOPaMU Takke yTBEPXKAEHbI
Mpukasom Ne 2289. Mo pesynbTaTtam KOHTPOMS MUHUCTEPCTBO FOTOBUT COOTBETCTBYIOLLEE 3aKmnioyeHue,
KOTOpOe HanpasnseT UHBECTOPY, a Takke pas3MmeLlaeT Ha CBOeEM oduLIMansHOM canTe.

lpukas Ne 2288 ecmynun e cuny 20 okmsbpsi 2015 200a (3a UCKMOYEHUEM HEKOMOPbLIX MOI0XeHUU).

lpukas Ne 2289 ecmynun e cuny 23 okmsabps 2015 eoda.
dapmaueBTHUKA

28 okTsA6psa 2015 roga MNpaButenbcTBo P® npuHsano NMocraHoBneHue Ne 1154 o6
yTBepxaeHuu NpaBun onpepeneHns B3ammMo3aMeHAeMOCTU JIeKapCTBEHHbIX
npenaparoB Ansi MeAULMHCKOro npumeHeHus («MpaBunay).

[MpaBuna yctaHaBNUBAOT NOPSAOK OnNpeaerieHns B3auMo3aMeHsIeMOCTM NekapCTBEHHOrO nNpenapaTa B
npoLiecce ero rocy4apcTBEHHOW perncTpaLmm npu NnpoBegeHUN aKCNepTu3bl Ka4yecTBa NekapCTBEHHOro
npenapaTa v (Unu) SKCNepTU3bl OTHOLLEHUSA OXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY €ro NpUMeHeHNus.
CooTBeTCTBYIOLLME IKCNEPTU3bI MPOBOAUT U AenaeT BblBO O B3aMMO3aMEHSAEMOCTH
(HeB3anmo3ameHAEeMOCTIN) NeKkapcTBEHHOro npenapaTta Hay4HbIN LeHTp 3KCNepTu3bl CpeacTB MeaULMHCKOro
npumeHeHunss Munsgpasa Poccun (PI'BY «HUSCMI») Ha ocHOBaHUM ero cpaBHeHUS ¢ pedepeHTHbIM
nekapcTBeHHbIM NpenapaTomM no napameTpam, ykasaHHbIM B 3akoHe 06 obpalleHun nekapCTBEHHbIX
CpeAacTB, B TOM yucne: (i) 9KBUBaneHTHOCTM UM CONOCTaBUMOCTU COCTaBa BCNOMOraTerbHbIX BELLECTB;

! CwmoTpuTe Haw 0630p 3a 22 uoHsa — 19 utonsa 2015 roga.

HaHHasa dbopma 6ygeT npumeHaTbes ¢ 1 sHeapsa 2019 roga.
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(ii) nogeHTMYHOCTU cnocoba BBeAEHMS U NpUMeEHEHMS; (iil) OTCYTCTBUIO KITMHUYECKM 3HAYMMbIX Pasnmynm
nokasatenen 6e3onacHocTn 1 acpekTUBHOCTY; (iv) COOTBETCTBMIO NPON3BOAUTENS TPeboBaHUAM
Hagnexawen NPoM3BOACTBEHHOWN NPaKTUKK.

BbiBOA 0 B3anmMo3ameHAeMoCTH (HeB3aMMO3aMEHSIEMOCTN) NleKapCTBEHHOMO npenapata opopMnsaeTcs B
BUAE NPUMOXEHMUS K 3aKrtoyeHnto kommceun akcneptoB OIBY «HLUSCMI».

lMocmaHosneHue ecmynuro 8 cury 10 Hos6ps 2015 2oda.

Yant aHp Kenc
PomaHoB nepeynok, 4. 4
125009 Mockea

Poccus

T +7 495 787 3000
HacTtosiumin 0630p npeactasnsieT coboi kpaTKoe U3MOoXKEeHWE NOCNEeAHNX M3MEHEHWI B POCCUACKOM 3aKOHOAATENbCTBE U He siBNsieTCH
HOPUAMYECKON KOHCYNbTaumen. 3a KoHCcynbTaumen No KOHKPeTHOMY BOMpOCY credyeT obpallatbCsi HeNMoCpeACTBEHHO K IOPUCTY.

B HacTosLem o063ope Yant aHA Kelic o3HavaeT mexayHapoaHyo lopyanyeckyto pupmy, coctosilyto u3 YauT aHg Kenc N1,
TOBAPULLIECTBA C OFPaHNYEHHO OTBETCTBEHHOCTHIO, 3aPerucTpuUpoBaHHoro B WwTate Hito-Mopk, Yaiit sna Keiic NI, ToBapuiiecTea ¢
OrpaHN4YeHHOM OTBETCTBEHHOCTbIO, YYPEXAEHHOrO COrnacHo npasy AHIMUK, U BCEX NPoYMX apdunmpoBaHHbIX TOBapULLECTB, KOMNaHWUM
N CTPYKTYP.

© 2015 YawnT aHg Kenc JIJIK

Cratbs 27.1(1) 3akoHa 06 obpalLeHnn nekapCTBeHHbIX CPEACTB.

Yant aHg Kelic 4



