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O Bo3Bpare 1OKYMEHTOB

B ®enepancHy0 aHTHMOHONOJNBHYIO CiyxOy nuceMoM Munzapasa Poccuu OT
04.04.2016 Ne 20-4-4008174-c npeacTaslicHa Ha COIMIACOBAHUE IpeJenbHBIE OTITYCKHEIE
LEHH Ha ClAeqyoUd JIEKapCTBEHHHIH Iperapar, BKIIOYEHHHH B NepedeHh JKU3HEHHO
HeOOXOMUMBIX M Ba)KHEHINIMX JIEKAPCTBEHHEIX NPENapaToB  (peracTpaldoHHOE
ynoctoBepenne  JIII-002278, nepxarens WA BIajenel]  PerHCTPalEOHHOrO
YAOCTOBEpeHUS JekapcTBeHHoro mnpenapara Cumnexc ®apma Ilsr. JIta. (Muapus);
NPOU3BOAMTEN T'OTOBOH NeKapcTBEHHOH (GopMEl U nepBHYHAs ynakoBka CuMiexke Papma
ITer. Jitng. (Wupus); BropudYHad YNAakoBKa M OpPraHU3alMsd, OCYIIECTBIAIOMAN
BBITYCKaOMU# KOHTpoib KadectBa Q00 «Papma HHTepHeH]J]PIHaJI Komnanu Poccus-
CHI'» (Poccus)):

1. Tusupon (MHH-Tepusunen) xancyast 150 mr, 10 mrt. - Gmuctephr (1) - mauku
KapTOHHEIE, B pasMepe 1230,0 py6.

2. Tusugon (MHH-Teprauaon) xancynsl 150 mr; 10 mr. - 6nucreps (3) - mauku
KapToHHEIE B pa3Mepe 3690,0 py6.

3. Tusngon (MHH-Tepu3uyion) xancyasl, 150 mr, 10 mt. - 6nuctepw (5) - mavku
KapTOHHBIE, B pasMepe 6150,0 pyb.

4, Twzunon (MHH-TepusupoH) xancynsl 150 mr; 10 mt. - 6macreps (10) - mauku
KapTOHHBIE, B pasmMepe 12300,0 py6.

5. Tuzupnon (MHH-Tepusugon) xancyier, 250 M1, 10 mrt. - 6mucteprr (1) - nauxu
KapTOHHEIE, B pasMmepe 1793,5 py6.

6. Tusunon (MHH-Tepuzunon) kaucynsl 250 Mr, 10 mit. - Gnucreps (3) - nauku
KapTOHHEIE, B pazMepe 5380,0 pyo.

7. Tusnpon (MHH-TepusnnoH) kancyns 250 mr, 10 wr. - 6nucreps (5) - nmauku
KapTOHHEIE, B pazmepe 8967,5 pyb.

8. Tusunon (MHH-Tepusunon) kancynsl, 250 mr, 10 mt. - 6macrepsi (10) - mauku
KapTOHHEIE, B pasMepe 17935,0 py6.
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9. Tuzugon (MHH-Tepusunon) kancynsl 300 Mr, 10 mr. - Gmucrepsl (1) - nauku
KAPTOHHEIE, B pazMepe 2320,0 py6.

10. Tazupon (MHH-Tepusunon) kancynst 300 mr, 10 mr. - 6macrepsr (3) - mauku
KapToHHEle, B pasmepe 6960,0 pyb.

11. Tusugon (MHH-Tepuzuaon) xancynsl 300 mr, 10 wr. - Gnucrepst (5) - nauku
KapToHHEIe, B pasMepe 11600,0 py6.

12. Tusunon (MHH-Tepusnnon) kancynsl 300 mr; 10 mr. - 6mucrepsr (10) - nauku
KapTOHHEIE, B pazMepe 23200,0 py®.

[Tpu paccMOTpeHHM NPEICTABICHHBIX JOKYMEHTOB BBHIABIEHO, YTO NPEHEIbHBIE
OTIYCKHBIE [ICHRI Ha JIEKAPCTBEHHEIN Npenapar ¢ TOProBeIM HaMMEeHOBAHHAEM « TH3HIOH»
BHINIEYKa3aHHBIX JO3HPOBOK M YNIAKOBOK (perucrpanuonHoe ygocrosepenue JIIT-002278,
ZepiKaresib WIH BIaJieNel] perucTPalliOHHOTO yAOCTOBEPEHHA JEKAPCTBEHHOIO IpenapaTa
Cumnexc ®apma [1s1. JIta. (Manus); nponssogutens (Bce craguu) Cumnexc @apma I1BT.
JItn, (Muaus) 3aperncTpupOBaHsl.

B coorBercrBup ¢ IMyHKTOM 6(1) IIpaBMn BelieHHS TOCYAApCTBEHHOTO peecTpa
mpeAenbHBIX OTNYCKHBIX I€H MPOU3BOAMTENeH Ha JEKapCTBEHHBIE NPEHApaTtH,
BKJIIOYEHHBIE B MEpedeHb JKU3HEHHO HEOOXONUMBIX W BaXKHEHIIMX JeKapCTBEHHBIX
IIPenaparos, YTBEPXKACHHBIX nocraHosneHueM [IpaButenbersa Poccuiickoit Denepaiiun
ot 29.10.2010 Ne 865 (manee - IlpaBuna), BHECEHHE U3MEHEHHH B PESCTPORYIO 3aIHCh O
rOCYIapCTBCHHON pErucTpalyvy MNpeAeNbHOM OTOYCKHOH LEHBl MpOU3BOAUTENs Ha

JIEKapCTBEHHbIi npenapaT B TOM YHCIIEe uam_mmmmmmanﬂmu_m

mamnxy__.msapsm_eﬂﬂnm_unmanm ocymec:'rmerca Mnﬂncrepcmom
anpaBooxpaHeHus Poccmiickoit Pepepanun 0e3 cormacoBaHua ¢ @Dexpepanbuoi
AHTHMOHOIIONEHON cIyX60H ¢ COXpaHeHWEM NOCIeAHEeH 33peTHCTPUPOBAHHON IEHBI Ha
JICKapCTBEHHEBIN Npenapar.

Takum oOpazoM, ocHoBanma A npoBeaeHus PAC PoccuH 3KOHOMHYECKOTO
aHa/lu3a MO YKA3aHHOMY 3asBICHUIO OTCYTCTRYIOT.

B cBizu ¢ uznoxeHHsiM, WAC Poccun Bosspamaer B Munsapae Poccun
KOMILIEKT MpeIcTaBIeHHbIX JOKYMEHTOB JJsi NPHHSTHS pellleHHs B IOpSAKe,
npeaycMorpeHHoM mynkroM 6(1) Hpasua.

ITprnoxenue: Ha 31 .

/L/\ﬁameaapon

E.C. Jlamunua,
(499) 755-23-23, no6. 088-101
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DenepanbHas AHTUMOHOTIONBHAS
cayx0a

MHUHHUCTEPCTBO
3APABOOXPAHEHH S
POCCHMCKON ®EIEPALIVIN
(MHUH3IPAB POCCHUI)

PaxManosckuit iep., 1. 3/25, ¢1p. 1, 2, 3. 4,
Mocksa, I'CT1-4, 127994
Ten.; (495) 628-44-53, daxc: (495) 628-50-58
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O cornacoBaHHH LICH HA YKH3HEHHO ¢ 7 A F
HEeOOXOMUMBIE U BOKHEHILIHE

JIEKAPCTBEHHBIE TIPENapaThl

JlennapTaMeHT rocyIapCTBEHHOIO peryJITHpOBaHUs OOpalleHHs JIEeKapCTBEHHBIX CPEICTB
Munucrepersa 3apaBooxpanenns Poccuiickoit @enepanyn B cooTBeTcTBHM ¢ [IpaBunamu
TOCYIapCTBEHHOW PpErucTpalldd MpedelbHBIX OTIYCKHBIX  LEH NpOu3BOAUTENEH Ha
JIEKapCTBEHHEIE TIPENapaThl, BKIIOUYEHHBIE B IEepPCUEHb JKM3HEHHO HEOOXOAHMBIX U
BOXHEHIDUX  JIEKAPCTBEHHBIX  NPEenapaTtoB,  YTBEPXKACHHBIMU IIOCTAaHOBIEHHEM
[TpasurenscTBa Poccuiickoit Denepanun oT 29.10.2010 Ne 865
«O rocyaapcTBEHHOM PerylIMpOBaHHU LEH HA JICKapCTBEHHBIE NpenapaThl, BKIFOYEHHbIE B
[IEpeUEHb JXU3HEHHO HEOOXOAWMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX INPENaparoB» H
Meronukoli pacyeTa yCTaHABIMBAGMBIX IPOU3BOJUTENSIMH JICKAPCTBEHHBIX IPEapaToB
MpeIeNbHBIX OTIYCKHBIX LEH Ha JeKapCTBEHHEBIE IIpenapaTsl, BKIIOYEHHBIC B MEpeYeHb
KU3HEHHO HEOOXOIMMBIX ¥ BaXHEWIIHX JIeKapCTBEHHBIX MpernapaToB, IIPH HX
FOCYJAapCTBEHHONH DETHUCTPALMKM W YIEPEPErUCTPalliM, YTBEPXKIECHHOH, MOCTAHOBIEHUEM
IIpasutenscTBa Poccuiickoit @enmepanuu ot 15.09.2015 Ne 979, manpapiaseT KOMILIEKT
NOKYMEHTOB  Ha  COITIaCOBaHWE MpPEAENBHBIX OTIYCKHBIX LEH I[IPOU3BOAUTENS Ha
KM3HEHHO HEOOXOONMEIE M Ba)KHEHIINe JIeKapCTBEHHEIC [IPerapaTh:

001 TusuaoH, xancynsl, 150 mr, 10mr., - 6nucrepsl (1) - nmadykyd xapToHHBIE, CUMITEKC
‘Dapma IIBT. Jtx., Wnpus;[Ip. Ileps. Yn.-CaMnekc Qapma IIBT. Jita.,
Hunus;Brop. Vn.,Bem.k.-O0mecTB0 ¢ orpaHHueHHONM OTBeTCTBeHHOCTBIO "®apma
‘HuaTepneiimuuan Komnanu Poccus-CHI™ (OO0 "®apwma HHtepueitwinnan Kommanu
!Poccnﬂ-CHT"), Poccus.




002 TH3PI,I[OH KancyJsl, 150 Mr, IOmT - GHHCTepH (3) - TIaYKH KapTOHHBIe CHMHeKc
®apma  Iler.  JIta, Usegusllp.IlepB.Vi.-Cumneke  ®apma  Ilsr.  Jlta,
Hupusa;Brop. Y., Bein.k.-Ob6mecTBo ¢  OrpaHudYeHHOM  OTBETCTBEHHOCTHIO "®apma;
Harepuerimmmnaan Kommanu Poccus-CHI™ (OO0 "®apma Hurepreiinmuan Kommnauu
Pocens-CHI™), Poceust.

003. TusunoHx, KchyJIBI 150 mr, 10mr., - GHHCTepLI (5) - MaYKy I(apTOHHBIe Crvnexc
®apma  IIsr.  JIta.,  Hapusllp.Jlep.Vo.-Cumnekc  ®apma  Ilsr.  JlTa,
WUnaus;Brop.Vn. Bem.k.-O0wectB0 ¢ orpaHiuesHoii  OTBETCTBEHHOCTHIO "Mapma
Vnrepnefimunan Komnanu Poccus-CHI™ (OO0 "®apma Uurepuedimmnan Komnawu
zPocch CHT") Poccns.

2004 TusnzoH, Karcynsl, 150 Ml", 101111‘ - Gnncrepm (10) - TIa9KU KapTOHHBIe, Cummexc
‘Dapma IIsT. JTn., Numms;[p.,lleps. Vi.-Cumnekc ®apma IlBT. Jhra.,|
Unpus;Brop. Vi, Bem.k.-OBmecTB0 ¢ OrpaHuueHHOW OTBETCTBEHHOCTRIO "Mapmal
‘Hnrepueiimmunan Kommanu Poccus-CHI™" (OO0 "®apma HurepHeiimmHan KommaHu
Poceus-CHI™), Poccus. I

005. Tuzunon, Ka.ncynbl 1250 MT, IOmT - 6nnc*repm (1) - IMaYKH KapTOHHble Cumnexe
‘Papma  IIsr.  JItn,  Mupusllp.Ileps.Vn.-Cummexc  ®apma  IIsr.  JItn,
Huonsa;Brop. V., Bem.x.-Ob6mectBo ¢ orpaHMYeHHOH OTBETCTREHHOCTBO "®dapma.
Hnrepreiimmnan Kommanu Poccus-CHI™ (OO0 "®apma Unrepreitmuran Komnanu|
Poceus- CHF "), Poccus.
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006 TH3H,n0H KarCyibl, 250 Mr, lOmT - 6JmCTepm (3) - Ma49KU KapTOHHBIe, Cumnexe
:CDapma Iler.  JItn.,, MugusIlp.llepB.Yo.-Cumnekc  ®apma  IIsr.  JITh,,
Wnans;Brop. Vi, Bem.k.-O6mecTB0 ¢ OTpaHHYeHHOH OTBeTCTBEHHOCTRIO "dapma)
Marepnetimunan Komnann Poccus-CHI™ (OO0 "®apma WnarepHeiimmnnan KomnaHu|
Poccus-CHI™), Poccnsi. 3
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007. Tu3uaoH, Kancysl, 250 MT, 10LL[T o - 6nn0Tepm (5) - MMAYKH I(apTOHHhIe, CHMHeKC
®apma  Iler.  JItn,  Hagmsllp.lleps.Yo.-Cummexc  ®apma  IIBT. Nta.,
Wupusa;Brop. V., Brmn.k.-ObmiecTB0 ¢ OrpaHUYeHHOW OTBETCTBEHHOCTRE) "®apMa
%I/IHTepHeﬁmHHaﬂ Kommanu Poccus-CHI™ (OOQO "®apma HWnarepHelimmnan Kommnanu
Poccnx -CHI™), Poccus. N
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008. TH3H;10H, Kamcyssl, 250 mr, 101uT - 6Jmc:Tepm (10) - NMaYKu KapTOHI—IBIe Cumriexc.
‘®apma  Iler.  JItn, HWagusllp.,lleps.Vn.-Cummexkc  @®apma  Ilsr.  Jltx,
HMuous;Brop. V. Bem.k.-O0ectBO ¢ OrpaHWYEHHOM  OTBETCTBEHHOCTHIO "dJapMa§
Unrepuerimunan Kommanu Poccus-CHI™ (OO0 "®apma Harepneiimunan Komnanm
Poceusa-CHI™), Poceusi. :
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1009. TusnnoH, KancyJisl, 300 mr, 10mr., - 6muctepsl (1) - mauku xaproHHble, CHMIEKC
Gapma IIeT. JIta., Wuus;I1p.,lleps. Yn.-Cumnekc ®apma IlBT. Jtn.,
‘HNumusg;Brop. V., Beim.k.-O6mecTeo ¢  OrpaHUuMEHHOH OTBETCTBEHHOCTHO "®Papma
Hntepnetimnian Kommanu Poccus-CHI™ (OO0 "®apma WurepHedmunHan Kommanu
Poceusa-CHI™), Poceus.

010. THSPLILOH KancyJsl, 300 MT, IOmT - GHPICTepBI (3) - mauxu KapTOHHbIe CIrIMHeKC:
®apma  Iler. Jita,  Uemusllp.,lleps.Vn.-Cumnexc  ®apma  IIsr.  Jla,
Hupus;Brop.Yn.,Beimn.k.-ObmectB0 ¢ orpaHM49eHHOH  OTBETCTBEHHOCTBIO "dapma
MHnrepueitmmnpan Kommanm Poccus-CHI™ (OO0 “"dapma HnrepHeiimuuan Komnanu,
Poccusi- CHT") Pocens.




011. THSHILOH Kancynbl 300 M, IOmT - 6JIPICTepBI (5) - TIAYKHU KapT()HHbIe CPIMIIBKC
@®apma  Iler.  Jltno, HH,uHﬂ,Hp.,HepB.VH.-CHMHeKc ®apma  [Ier.  JIta,,
Wuaus;Brop.Vn.,Bem.k.-O01IecTBo ¢ OrpaHdYeHHOH OTBETCTBEHHOCTHIO "Mapma’
Aurepuedimunan Kommanu Poccus-CHI™ (OO0 "®apma Hurepuehimmnan Kommanu;

Poccus-CHI™), Poccus. 3 e

012, Tusugon, Kancynm, 300 » MT, 101111? - 6J1H0Tepm (10) - TIA4YKU KapTOHHBIE, Crmrexc|
ZCI)apma TIsT. JITn., I/IH,um,l'lp.,l'[epB.Yn.-CHMneKc ®apmMa I1mBT. JITn.,
Wuanus;Brop. V., Beim.k.-O61mectB0 ¢ OrpaHMYeHHOH  OTBETCTBEHHOCTHIO "Mapma:
Hnrepreiimuban Kommaru Poceus-CHI™ (OO0 "®apma HarepHeHmmman KOMHaHH
Pocens- CHT“), Poccns. :

CornacoBanne TpefeNnbHbIX OTHYCKHBIX UEH WIM MOTMBUPOBAHHBI OTKa3 B
COIrIIaCOBAaHWHM IPOCHM HalpaBUTh B JlemapTaMeHT roCyNapcTBEHHOTO PETryIUpPOBAHUA
ofpalleHHs JIEKapCTBEHHBIX CpeAcTB MuUHHcTepCTBa 3ApaBooxpaHeHus Poccuiickoii
Denepaliun 11 3aBEPIISHUS MpoLiecca PErUCTPALAN TPeICTbHEIX OTIYCKHBIX TIeH.

[Ipunoxenue: B 15x3,

Hupektop JlenapraMeHra
rOCyAapCTBEHHOTO peryIHpOBaHus 0OpanieHus
JIeKAPCTBEHHEIX CPEJCTB AT. IlpmabIMeeB

Tumowmenkosa O.H.
(495) 627 24 00 (no6. 20 41)
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3agpacHHE 0 PErUCTPANMH NPeie/IbHOH OTHYCKHOH BB NPOH3BOXUTEAA HA JEKAPCTBCHABIH Npenapar,

BKIOYEHHBIH B ICPECUCHb KXH3HCHHO HeoOX0AUMBbIX H BANKHEHINHX JICKAPCTBCHHBIX NPENAPaTos, CAKEroqHO YTBep)K}IaEMbIﬁ

IpasaTenscrBoM Poceniickoli ®Megepanun

Bx. Ne “f WX { 7£ ‘f Il
15 banr 2416 20
Ne 17080 ot «15» mapra 20161 .
Jlerapramars yHpREICHUS AQHAMH
3asByTe/s (HAMMEHORAHME; (haKTHUECKHH (I0YTOBEIH) afpec, aapec 3EKTPOHHOMN moUTHI): Mupapais Posenn, .
3A0 "KOPAJI-MEX", 119530, r. Mocksa, Ogaxosckoe mocce, 1. 34, opuc A 303, BII «West Parky», e-mail: info@coralmed.ru
Opranuzanus HauMenoranre MecTo HaXOXIeHAA
(ctpana)
1. Hepxatens win Brajiesiel] peTHCTPRLHOHHOTO Cumnexc @apma I1sT. JITA. Wnnus
YAOCTOBEpEHHA JIeKapPCTBEHHOTO NpenapaTa (anpec
ANEKTPOHHOM NOYThL)
2. Tlpouseopurens (IIPOH3BOACTRO NOTOBOM Cumnexc ®apma [er. JITa, Wnnus
NEeKapCTBEHHO GOpMBI)
3. YakoBnpk (MEpBUYHAA YTIAKOBKA) Cumnekc ®apwma I1pT. JIT)A, Wnus
4. YnakoBI¥K (BTOPHYHAS YTIAKORKA) ObmecTro ¢ orpaHUueHHOH OTReTCTBeHHOCTHIO "®apma UHTepHeimuHan Poccus
Komnanu Pocena-CHI™ (OO0 "®apma Unrepreimunan Komnanu Poccus-
CI_]I‘")
5. Opranmsanus, ocyllecTB/LNOMAs Belnyckalomuil  |OfmiecTBo ¢ OrpaHHYeHEOH oTBeTCTBEHHOCTRIO "PapMa MHTepHeiimunan Poccna
KOHTPOJTb KAUEeCcTRa Komnanu Poccra-CHI™ (OO0 "®apma WnrepHeiimmunan KoMmann Poccns-
C}H“")
N Howmep MexayHapoanoe Topro}soe JlexapcTBeHHAs O6mee Ilpenenpras IlIrpuxoBoii kop, Kon Kon
I/TI| pErHCTPALIOHHOTO | HENATEHTOBAHHOE | HAMMeHOBaHWe | hopMa; NO3HPOBKa; KOJIM4ECTBO OTTIYCKHAA [IeH4 HAHECCHHEIH Ha OKIV/ ATX
YIAOCTOBEPEHHS WIH KONHYECTBO BO BTOPHYHOM NPOH3BOANTENA BTOPHIHYIO THB3J
IpYIIHPOBOYHOE, B NepBuyHOH  |(moTpeGuTensckoif)|3a noTpeburensckyio|(noTpedburensckyio)] EADC
WIH XMMHYECKOe YTIAKOBKE; YTIaKOBKe ynakoBky| (6e3 YIIAKORKY
HAHMOHOBABHE NepBAYHAs HJC)
) YTIAKOBKa; (pybneit)
KOJIMYECTBO BO
BTOPHIHON
\ VTIAaKOBKE;
A v, BTOpUYHAs
A e (motpeGHTENBCKAT)




YIIAKOBKa;
KOMIUIEKTHOCTE
2 3 4 5 6 7 8 9 10

JII1-002278 TepuaugoH TweunoH  |kancyasl, 150 mr, 10 1230,00 4640003572065 |934860 / JO4AK 03
10 ., - GvcTephI \/ 3004200002
(1) nauxu
KapTOHHbIE

JIT1-002278 Tepuznnon Tusupon  |xancynsi, 150 Mr, 30 3 690,00 4640003572072 (934860 / JO4AKO3
10 ., - GaucTeps \/ 3004200002
(3) mauxme
KapTOHHBIC

JI1-002278 Tepuzunon Tuzumon  |xamcymsl, 150 mr, 50 6 150,00 4640003572089 934860 / JO4AK 03
10 mrT., - 6ARCTEpPHI 3004200002
(5) nauxu V4
KapTOHHEIE

JITT-002278 TepuzuaoH Twzupon  |kancynsl, 150 mr, 100 12 300,00 4640003572096 1934860/  [JO4AKO03
10 wr., - GrmcTepsI V/ 3004200002
(10) na=sxu
KapTOHHBIE

JIT-002278 Tepuznpon Tuzuaon  |xancynet, 250 Mr, 10 1 793,50 4640003572102 (934860 / JO4AK O3
10 mr., - GaMcTepHI 3004200002
(1) nauxn vV
KapTOHHBIE

JI1-002278 Tepusunon Tu3ugor  |kancynel, 250 mr, 30 5 380,50 4640003572119 (9348607 |J0O4AKO03
10 ., - GaECTEPHI \/ 3004200002
(3) naukm
KapTOHHBIE

JIII-002278 Tepusunon Tuzngon  |kamcynst, 250 mr, 50 8 967,50 4640003572126 934860/ JO4AK 03
10 wrr., - GnucTeph 3004200002
(5) maukm \/ r

. , KAPTOHHBIE , \/
JII-002278 /’,‘-.” & T.Tepnslmon Tuszupgon  |xamcynsl, 250 mr, 100 17 935,00 4640003572133 (934860 / JO4AKO03




—~

10 ., - 6mcTeps! 3004200002
{10) nauknu
KapTOHHBIE
9 JIE-002278 Tepusujon TusuaoH  |kancynsl, 300 mr, 10 2 320,00 4640003572140 1934860/ JO4AK 03

10 1oT., - GnucTeps 3004200002
(1) mauxu
KapTOHHEBIE

10 JIIT-002278 Teprsunon Tuzupod  |kancynsl, 300 mr, 30 6 960,00 4640003572157 (934860 / J0O4AKO3
10 mr,, - GnucTepsl 3004200002
(3) mauku V
KapTOHHBIE

11 JII1-002278 Tepusnaon Tusupon  |kancynsr, 300 mr, 50 11 600,00 4640003572164 934860/ |JO4AK03
10 1T, - HrMcTeph 3004200002
(5) magxu
KapTOHHBIE

12|  JOI-002278 Tepuangon Tusupon  |kamcynsi, 300 mr, 100 23 200,00 4640003572171 |934860/  [J04AKO03
10 mr., - GrucTepnl 3004200002
(10) mauxwu
KAPTOHHBIE \/

Havmenoranue BeprKaTeid WIH BIIaJiebla perUCTPALHOHHOTO YAOCTOBEPEHHA, NIPOU3BOUTENS, YIIAKOBINHKA, OPraHH3aIVH, OCYI.IIGCTBJU[IOIHeﬁ BBIIIyCKaIOlI[Hﬁ

KOHTPOJIh K24ECTBa, H HX MECTO HAXOMICHHS, 4 TAIOKE MHOOPMALHMA B MOAAX 2-5 JOIDKHA CROT

STCTBORATh PErHCTPAOHHOMY YAOCTOBEPEHHUIO M HOPMATHBHO#M

HAOKYMEHTAL[1H.
Y nonHoMoueHHOE JTHLO: Joxymaera T.H.
(dno) 7
& 3
Konrakrasie Tenedonbl: +7 (495)935-76-65 , A7IPEC BNEKTPOHHOI tdi@coralmed.ru, tolgonaidi@mail.ru
+79854015083 TOYTEE;
+79671525153

[1] PaccuuTsiBaeTcs B COOTBETCTBHH ¢ METOJMKOH pacueTa yeTaHaRIUBAEMBIX NPOH3BOAMTE/IAMH JIEKAPCTRBEHHBIX HPeNapaToR NMPeACkHbIX OTITYCKHBIX LieH Ha
NeKapPCTBEHHbIC TIPENapaThl, BKIIOYEHHLIE B TICPEYEHb )KH3HEHHO HEOOXOMMBIX U BOKHEHIINX JICKAPCTBCHHBIX NPENapaToB, IIPH HX TOCYAAPCTREHHON
PETHCTPAlMH M NIEpEePErucTpalyy, YTBSpKAeHHOH mocTaHoBNeHueM Ipasureimersa Poceniickol ®enepamum ot 15 centabpa 2015 r. Ne 979 «O BHecenun
M3MEHeHuH B octaHopneHye [lpasurenscrea Poceniickodt Meneparmu ot 29 okraOpsa 2010 r. Ne 865 u 06 yTBeprkAeHMH METORUKH PacieTa YCTaHABTMBASMBIX
TPOU3ROAKTE/IAMH JICKAPCTRCHHBIX NIPETIAPATOB NMPEACHBHBIX OTITYCKHBIX OEH Ha JICKAPCTECHHBIE NPENapaThl, BKNIOYCHHBIC B NCPCICHB dKH3HCHHO
HeOOXOIAMBIX M BOKHCHINMX JIEKAPCTBEHHBIX NPENapaTos, NP X TOCYAAPCTRCHHOHN perucTpalHl H nepeperncTpaimmy (Odrmans el HHTEpHET-TIOPTaN
npasosoit uHGopMaupm hitp://www.pravo.gov.ry, 18 cenrabps 2015 r., Ne 0001201509180014).



TTPAJIOXKEHYE Ne 1

K METOJIHKE PacdeTa yCTaHaBIHBAEMAIX
LIPOM3BOANTENSIMH JIEKAPCTBEHHBIX IPEMapaToB
NpeieNBHBIX OTIYCKHBIX [EH Ha JeKapCTBEHHEIE
IIpelapaThl, BKIIOYCHHBIE B IEPEUCHB KU3HEHHO
HEOOXOAMMBIX ¥ BaKHEHIIUX JeKapCTBEHHEIX
TIPENIapaToB, IPH HX TOCYAAPCTBEHHOM perucTpanum
¥ IEPEPETHCTPaIuH

CBEAEHMHWA

00 o0beMax H 0 HeHAX OTIYCcKa Raxoasmuxcd B ofpamenun B Poccniickoli @enepannu JekapcTBeHHBIX NPENapATOB NPOHIBOACTER

rocy/iapeTs — uieHoB EBpasHiicKoro 3K0HOMHYMECKOI0 COK03a

3A0 «KOPAJI-MEJ». Poccns

(HaMMEeHOBaHWE OPTAHN3ANUU-3ABHTENS)

Ne | Hammenopaume nekapersesoro | Jlexapcreenna |  KommuecTso B Komuuectso | Cpenuenssemensa O6BpeM peanu3aluu
n/ i s gopMa, | TOTPEOHTENBCKO | grrvimenmoro | s axTHMeckas | JeKApCTBEHHOTO Npeapata
Il NO3UPOBKA #l ymakoBke &
JIEKapPCTBEHHOT [eHa OTIycKa (TBIC. pyOnei)
KOHTEHTpAIHs 0 Impemapara JIeKapcTBEHHOTO
, 00BEM, Openapara 3a
MERAYHAPOIHOC . ToP::g:e AKTHBHOCTE B TRIC. | TBIC. | poTPeGHTETBCKYIO
HemaTenToBaHHo | HAHM H A €OUHULIAX WTyK | pyGneit ynakoBKy (6e3
€ HaHMEHOBaHUE JIeNCcTBHA HJIC) (oTget)
(pybae#t)
1 2 3 4 5 6 7 8 9
- - - [Ipenapar «Tusnnox,
Kancyns 150 10 kancynasl 150 mr, Ne 10»
Mr paHee He
BHIIYCKANCA/peanu30BEIBAIIC

1




A4 ¢ IPOA3BOIACTBEHHOH
IUIOLIAIKH 000
«Hutepdapmayn, Poccrs.

Tepuauaon

Traznnon

Kancyner 150
MT

30

Ipenapar «Tr3u0H,
kancymsl 150 mr, Ne 30»
paHee HE
BBIYCKAJICS/pealA30BbIBAIC
i ¢ DOpOM3BOACTBEHHOM
IUTOMEAKH 000
«HAarepdapmay, Poccus.

Tepuzumon

TususoH

Kancymsr 150
MI'

50

IIpenapar «Tuznnox,
kamcyasl 150 Mr, Ne 50»
paHee HE
BHITYCKAJICH/ peai30BhIRANIC
A4 ¢  IPOH3BOACTBEHHON
IDIOINAAKHA 000
«nrephapmay, Poccus.

TepusunoH

Tuznaon

Kancyns 150
MI

100

Iipenapat «Tmsumon,
xancynel 150 mr, Ne 100»
paHee HE
BHINyCKaJICs/pealA30BLIBAIIC
A ¢ TpPOU3BOJACTBEHHOM
TUIONIANKY - 000
«Harephapmay, Poccud.

Tepusnnon

e
“:\J\U_ B

G

Kancyms 250
Mr

10

IIpenapar «Tusnnox,
Kamcymsl 250 Mr, Ne 10»
paHee HE
BBIILYCKAJICS/Peaan30BHBAIC
4 € TIPOH3BOACTBEHHOHU
IDICINAIKH 000




«HnTeppapmar, Poccus,

Tepusunon

Tuzunon

Kancynm 250
MF

30

ITpenapar «TH3UOH,
Kameyasr 250 mr, Ne 30»
paHee HE
BEIIYCKAJICH/PEATN30BEIBANIC
i1 ¢ IIPOH3BOACTBEHHOH
TUI0IAIXHA 000
«Harepdapmar, Poccus.

Tepr3unon

Tusunon

Kancyner 250
MT

50

IIpenapar «Tm3uIoH,
Kamcyasr 250 mr, Ne 50»
paHee HE
BBITYCKANCA/peaTu3OBhIBAIC
i ¢ DOPOHA3BOACTBCHHOM
TUIOINEKH 000
«MaTepdapmar, Poccus.

Tepuzunon

Trazunon

Karncyns 250
MT

100

IIpenapar «Tu3unox,
Kameymsl 250 mr, Ne 100»
pastee HE
BEITYCKAJICS/ pEalTA30BBIBAIIC
i ¢ IpON3BOACTBECHHOM
IIOMAAKA 000
«HaTepdapmar, Poccud.

Tepuzupon

Kancymne 300
MT

10

Ilpenapar «TusupnoH,
Kancynasi 300 mr, Ne 10»
panee HE
BBILYCKAICSH/PEATH30BLIBAIIC
i1 C IIPOM3BOJCTBEHHOM
TUIOIOAIKH 000
«MnTeptapmar, Poccus.

10

Kancyne 300
MP

30

Tlpenapar «Tr3nzoH,
xancynst 300 mr, Ne 30»

3




pasee HE
BHITYCKAJICS/ PeasIM30BEIBANC
4 C IPOM3BOJCTBEHHOH
ILUTCINAZKH 000
«HHrTepdapmay, Poccns.

11

Tepuzunon

Tuszunon

Kancyms 300
MT

50

IIpenapar «Tma3ugon,
Kancymsr 300 mr, Ne 50»
panee HE
BBIIYCKAJICs/Pearif30BhIBanc
i € IpPOH3BOJACTBEHHOH
TUTOIIAKA 000
«HrTepdapmay, Poccus.

12

Tepusunon

Tuzugon

Kancynrr 300
Mr

100

Ilpemapat «TusnpoH,
Kancyner 300 mr, Ne 100»
paHee HE
BBLITYCKAJICSA/peayia30BBIBANIC
s ¢ [poH3BOJCTBCHHOMN
TJIOMIANKH 000
«HaTepdapmar, Poccus.

Hcnonnurens

(moanuck)

L il
R e Y

iI;KyMaeBa T.H., ren.: +79854015083, +79671525153, +74959357665,

e-mail: tolgonaidi@mail.ru, tdi@coralmed.r




PACYET

ITpunoxenue Ne 2

K METOJMKE PacueTd YCTAHABIIHBAEMBIX ITPOH3BOIHTEIAME
TIEKAapCTBCHHLWIX NPENIAPATOR ApSACAbHEIX OTIYCKHBIX TICH
Ha NIEKapCTBEHHEIS TPEapaATs, BKAIOYEHHKIE B NEPEIeHb

JKH3HEHHO HEOOXOAUMAIX H BaHEHIIMX NeKapCTBEHHEIX
OPENApaTon, NPH HX TOCYAAPCTBEHHOHA PETUCTPANMH H
TIEPEPETHCTP AN

npefelbHbIX 0THYCKHbIX IeH Ha JIEKAPCTBeHHbIC MPENAPATHI NPOH3BOACTEA I'OCYAAPCTB - WIEHOB
Eppasmiickoro )KOHOMHIECKOT0 €01032, HPEACTABISEMBIX HA FOCYARPCTBEHHYI0 PErHCTPALHIO
3A0 «<KOPAJI-ME/1», Poccas

1 2 3 4 7 10 11 1 5 8

1| Tepuamon Tiowgon_|cancymst 150 w1 20,81 | 581,79 | 12,42 | 9840 | 49,08 | 7392 | 2459 | 73,80 | 92,25 | 18,44 |123,00] 61,50 1230,00
2| Tepunmon Teswaon |xancym 150m 30 | 62,43 [174537|37,27| 29520 | 14723 | 221,77 | 73,76 | 221,40|276,75| 55,31 |369,00]184,50|  3690,00
3| Tepuomaon Tiowaon Ixancym 150 50  [104,06(2908,95| 62,12 | 492,00 | 24539 | 369,62 | 122,04 | 369,00|461,25] 92,19 |615,00|307,50]  6150,00
4| Tepmnaon Fm— |l<ancym 150Mr] 100 |208,12| 5817,9 [124,23] 984,00 | 490,77 | 739,23 | 245,88 | 738,00]922,50|184,38[1230,00{615,00|  12300,00
5| Tepmmmon Tromaon llcancym.l 250m] 10 | 30,35 84833 | 18,11| 14348 | 71,56 | 107,79 | 3585 | 107,61|134,51| 26,88 |179,35| 89,68 1793,50
6 | Tepuomnaon Towion  fkancyns250mr| 30 | 91,04 [2544.98[5434| 430,44 | 214,68 | 323,37 | 107,56 | 322,83(403,54] 80,65 [538,05(269,03|  5380,50
7| Tepmmon Towson  ancyms 250ur 50 |I51,73(4241,63| 90,57 717,40 | 357,80 | 53895 | 179,26 | 538,05(672,56|134,42(896,75 |448,38|  8967,50
8 | Tepusmon Fre— Il(ancym 250 M1 100  |303,46|8483,26|181,14] 143480 | 715,61 | 1077,89] 358,52 |1076,10|1345,13268,85[1793,50(896,75|  17935,00
9| Tepmmaon Tomon _—feancyms 300r 10 | 39,25[1097,36| 23,43 | 185,60 | 9257 | 13943 | 4638 | 139,20(174,00] 34,78 [232,00[ 116,00  2320,00
10| Tepramaon Tm}@/”‘ﬁn@:ﬂq@%m 30 |117,76|3292,08| 70,30 | 556,80 | 277,70 | 418,30 | 139,13 | 417,60|522,00|104,33|696,00|348,00]  6960,00
11| Tepmmaon on_. (hangy,gm}ee wil 50  |196,27|5486,80[117,16| 928,00 | 462,84 | 697,16 | 231,88 | 696,00|870,00|173,88]1160,00/580,00]  11600,00

l\J“&JS«’La/L\




Tepuznnon THIHIOR fkaucynu 300 mr| 100 392,54110973,60(234,32| 1856,00 | 925,68 | 1394,32| 463,77 |1392,00 |1740,0C|347,772320,001160,00¢  23200,00

*  3apaboTHad muata pabOTHHKOB, 32HATHX Ha NPOH3ROACTBE (HEMOCPEACTRCHHO) KOHKPETHOIO JICKAPCTBEHHOTO NPENapaTa, BXOAAUIETo B NepeyeHs KU3HSHHO HEOOXO/MMEIX H BaXXHAEHILINX
NEKAPCTREHHLIX MPEMapPaTos.

** Haxnajgunie pacXogel.

#3* OTHOCATCS Ha OBMIENPONIBOACTBEHHbIE U 00MEX03ANCTREHABIE PacXodb! B COOTBETCTRHH ¢ IlIaHoM c9eTOB GyXranTepckoro yaeTa (pHHAHCOBO-X03 HCTBEHHON IeATENPHOCTH OpraHU3aLMh
¥ HHCTPYKL{HEH 10 er0 NPUMEHSHUIO, YTBEPkK ACHHBIMU HPitka3oM Murmcrepersa ¢rmancos Pocentickoi denepaiu ot 31 oxtsiopa 2000 r. Ne 94n.

&2t

TeBepamsHEIA ARPEKTOP

4 l £ i Iﬁfyﬂaeﬁ;’l‘.}l. Ten. +7 (495) 935-76-65, +79854015083, +79671525153, tolgonaidi@mail.ru, tdi@coralmed.ru
(nonfiFcs) (®H.0)

Ucnonuurens




- OBOCHOBAHME
HpeeabHBIX OTIYCKHBIX IEH HA JIEKaPCTBEHHBIE NPENAPATHI, BKIIOYCHHBIC B IePEeHD KAZHEHHO HeoDX0AUMBIX

H BaXXHCHIMAX JIeKapCTBEeHALIX NpPEeNapaToB, NPEACTABJIACMEIX HA TOCYAADPCTBEHHYI0 PETHCTPAIHIO
3A0 «KOPAJI-ME[l», Poccusi

Ipunoxenne Ne 3

K METOfIHKE PACHETA YCTAHABNMBACMBIX NIPOH3BOTHTENAMH
TIeKAPCTBEHHBIX [IPENAPATOR NPSALILANK OTIYCKHEX NER
Ha NEKApCTBEHHEIC NPENApaThl, BUIOMCHHBIE B NEPEICHD
HMIHEHHO HEOOXOAMMEIX 11 BAXKHEHIIHX NCKAPCTBEHHBIX
NPENAPATOS, IPH WX NOCYRAPCTBEHHOA PETHCTPALMHY W
TCPEPErUCTPALIHH

2 3 4 5 6 7 8
«Cumnexc ®apma [eT. JlTH.», Uemus ?
Tepmunon,
Tepusngor TuzunoH Kancymsr 150 mr 10 123,0 OAO «Dapmacusrresy, Pocous 123.0
Tepwanibis, 123,0
3A0 «ApCnA# Canresy, Poccus i
Tuznpon, 123.0
«Cumnexc Papma Ist. JITa.», Memus ?
Tepusnnos,
Tepuzunon Tr3HOoH Kancynu 150 Mr 30 123,0 BAD wibapusemens, Pucci 123.0
TR Ek Tepusuaon, 123.0
W ke - 3A0 «ApCrA#R Canresy, Pocons ’
Tnsrnos,
Tepw3uaoH Tnsq)ion . el 150 Mr 50 123,0 CHkiE Qg T, T, 7 123,0




TepusKaoH, 123.0
0AO «PapMacenTesy, Poccns )
TepH3HzaoH, 123.0
3A0 «ApCuAi Cunres», Poccus 2
T, 123,0
«Cumnexc @apma 1T, JIta.», Uuaus ’
Tepnsuaon,
4 Tepusraor TuzuaoH Kancynst 150 Mr 100 123,0 OAQ «apmacksTes, Poccrs 123.0
epEIoN, 123,0
3A0 «ApCuAili Cunresy, Poccus ?
Pe3onm3ar,
5 Tepusunon Twzunon Kancyns 250 mr 10 179,35 OAQ wBanerra dapmanesTakay, Poccas] 198,68
179,35 PesoHmzar,
6 TepusnnoH Tusugou Kancyme: 250 Mr 30 O (B Dapuariestiias; Pocci 198,68
179,35 Pe3oHmzar,
7 Fepisunon Tasppon B 50 OAQ «Banerra DapmanerTRKa», Poccus) 193,68
179,35 Pezonmsar,
8 Tepisunon Tusupon Kancyme: 250 Mr 100 GAD imters Sanuanenrray, Pocers 198,68
T, 232,0
«Cumnexc ®apma It JiTa.», Unnus >
Tepuzution,
9 Tepuzunon Tuzumon Kancynsi 300 Mr 10 232.0 DA B, Pict 232.0
Tepmsiion, 232,0
3A0 «ApCwAl CrHTe3), Poccua 3
Temyon, 232,0
«Cumnexc Oapma ITsT. JITA.», Huona 2
TepuzuaoH,
10 Tepwsnnon TrsuaoH Kancynrl 300 Mr 30 232,0 OAD whapscmmmes, Pocens 232.0
Tepimiion, 232,0
3A0 «ApCuAii Crnresy, Poccns >
Tusuzon, 232,0
«Cumuexc ®apma st JIta.», Maapa ?
TepuzuaoH,
11 Tepusnnox Tnz%ng_oa Kancymi 300 mr 50 232,0 OAOQ «®apMackuTes», Poccus 232.0
. Joprsinon, 232,0
“ 3A0 «ApCuAn Cunresn, Poccua <
S Tasunos,
| I{Jan?ym 300 mr . 2329 «Cmmnexc Papma ITet. JIta.», Memua o5




Tepmepn, 232.0

OAQ «®apmMacurTe3», Poccug )
TepusujioH, 232.0

3A0 «ApCuA¥ Cunresy, Poccus 3

T

M /. \7\ \{:‘i‘./ i
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HcnosunaTerms A i GO fikymaena TH. 7en. +7 (495) 935-76-65, +79854015083, +79671525153, tolgonaidi@mail.ru, tdi@coralmed.ru
(noimesy” < . (@HO.)
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IIpunoxenne Ne 4

K METOIMKE pacteTa yCTaHaBIMBAEMbIX
NPOU3BOAUTENIMH JTIEKAPCTBEHHEIX
IPenapaTos NPeAeIbHBIX OTIYCKHBIX
[¢H Ha NICKAPCTBEHHEIC MPENIAapaThl,
BKIIOYCHHEIC B Hepeqem, JKH3IHSHHO
HEOOXOMUMEIX M BaKHeHIMX
NexkapCTBEHHBIX NPENApaTos,

IIPH MX IOCYAApCTBEHHON perucTpalyy 4
TiepeperucTpaymm

IHEPEYEHb
CTPaH, B OTHONICHHH KOTOPHIX HpeacTaBafercd mHGopManms
00 ypoBHE¢ MHHHMAJIBHBIX OTIYCKHBIX I[€H HA JIeKAPCTBEHABIE
HpenapaThl

Benrpus

I'peyeckas Pecny6imka

Hpnanaus

Urannsrckas Pecybmixa

Koponesctro bensrusg

Koponescteo anus

Koponesctro Ucnanum

KoponescTro Hujepnanaos

Ilopryransckas Pecmybmiaxa

Pecny6imxa Benapycus

Pecnybnuka Kasaxcran

Pecnybnuka [Tosema

Pecny6mika XopBarus

PymbrHus

Cnosanxas Pecnybmixa

Typenkas Pecirybinka

Ykpauna

(pannysckad PecryOnuka

e S N S e S = R sl R R el Rl e e e

Yemckad Pecrybnuka

=)
L)

CrpaHa npon3BogaTEe g *

- 3A0 «KOPAJI-ME[l», Poccus, coobmaer, 9TO0 KH3 MaHHOTO MepevyHd CTpaH,
npenapa'r «ngggg, kaneyjgsl 150 mr. 250 mr. 300 M 3apernc1‘pnponau 'ro.m,gg

ngomgogmemﬂ

C yBaxeRueM,
[IpencrasuTelnb GUPMEL

Joxymaesa T.H.

ren 47 (495) 9357665, oG, Tei7-9801S083,  +7-9671525153,
e-mail: tdi@coralmed.ru, tolgonaidi@mail.ru




SIMPEX PHARMA PVT. LTD.

B-4/160 ,Safdarjung Enclave, New Delhi - 110 029, (INDIA)
Tel : +81-11-26169591, Fax : +91-11-2616 9590

e-mail : simpexpharma@simpexpharma.net

Website | www.simpexpharma.net

sSimMmPEX

Hupextopy HdenapramenTa
roCyJapCTBEHHOTO
peryJIupoBaHHMs

obpatenus 1eKapcTBEHHBIX
CpPeacTB

MusnucrepcTBa
3ApaBOOXPaHEeHHUS
Poccuiickot ®enepanuu

IeinneiMeeBy AT
Ot 09.03.2016 1.

YBaxaemelil ApcanaHn ['apmaeBut!
®upma «Cumnekc ®apma IIer. JItn.», Heausa, Beipaxaer Bam cBoé

nouTeHue u coodmaer, yro npenapat « Tu3naon, kancyabl 150 mr, 250 mr, 300»

(MHH: Tepusuoon) npou3BoauTcs B WHAHM TOJBKO AJfl 3KcnopTa (cM.

JHIHCH3HI0O Ha TNPOH3BOACTBA, 3ABEDECHHAH VIOGJHOMOYEHHLIMH ODIaHaMH

Wnaun) ¥ 3apericTPHPOBaH/peaiiivercs ToabKo B Poccniickoii (I)ez:egagnn.

C yBaxkeHueM,

['naga npeacrapurenscrea B PO

«Cumnekc ®apma IIer. JIta.», Maous \7&-5\, 'gb




AOTOBOP
0 COBMECTHOM NPOA3BOACTBE

r. Mockea «15» mast 2015 r,
Kovnanus «CHMIIEKC ®@APAMA NIIBT.JITH,.»
HHAWUSI, mmeryeMas B nansuelimeM ««CHAMITEKCy»»,
C OJTHOH CTOPOHH, B nune Asxap [pxaman,
JEeUCTBYIOmEro Ha ocuopanum Jlosepennoctu, 1 Q00
«DAPMA HHTEPHEHIIINHAJ KOMIIAHUA
POCCHS-CHI », umeHyeMoe B AaNbHEHIIEM
«PAPMA HHTEPHEHIITHHA », B nume
I'enepanbroro aupexropa Ammap Moxaman Annaa
I"asn, nelcTBYIOIET0 HA OCHOBAHMM Y CTaBa, ¢ ApYroH
CTOPOHEI, 3aKIFOUHIH HacTosui Jloropop

O HIDKECICAYIOIEM:

Crarpa 1
IIpeamer loroeopa

1.1. TlpeameroM Hactosmero JloroBopa sBiIseTCH
COBMECTHOE IIPOM3BOJICTBO UM peanusarmus [ OTOBRIX
IMponykTor, ykaszawusix B  IIpunoxeHusx, Ha
npoussonpctee «@APMA HHTEPHEUHMIAHAI », no
TexHonoruu u npu copeicteun «CHMITIEKC».

1.2. «CHMIIEKC» nocrasnser IIpoaykTh, cOrnaceo
ycnoBusaM craTed 5, 6, 7 mactosmero [lorosopa, a
«DAPMA HWHTEPHEWINHAHAJ » opranusyer
nanpHelimee Ipom3BoAcTBO  ['oTOBRIX  [IpomykToB,
cornacno yenopuam Craten 8 mactositero Jlorosopa u
UX peannsanio Ha Tepputopu.

Cratha 2
IlonsiTust u onpeaeneuns Jdorosopa

INPOAYKT - o3HawaeT neKapcTBEHHOE CPEACTBO,
KOTOpOe TPOIUIO BCe NPOM3BOACTBEHHBIE CTANMHM 34
UCKIIIDYCHAEM OKOHYATeIEHOM YMAakoBKHM (TaGleTKH,
Karcynsl, (IaKOHEl, aMIyael B IPYHNOBON YIIAKOBKE —
«in bulky), He NpexHazHaYCHHOES AT IPSAMO IPOAAXKH,
janee 1o Tekery «in bulky,;

TOTOBBIA NPOAYKT — nexapcTBEHHOE CPEACTBO,
NpomIeaITee BCE TEXHONOTHYECKHE 3TaNbl Mpomecca

TPOU3ROJICTBA, BKJIFOUas tbacoBky, YIIAKOBKY,
MapKUPOBKY, HIPUTONHOE bini U IPOJAXKH U
pactupocTpaHeHus;

YIHAKOBOUYHBIE MATEPHAJBI — o3nauaer

AGREEMENT

on Joint Production
Moscow «15» May 2015
Company «SIMPEX PHARMA PVT. LTD.»,
INDIA, hereinafter referred to as the
«SIMPEX», on the one hand, represented by
Mr.Azhar Jamal acting on the basis of the Power
of Attorney,
and LLC «PHARMA INTERNATIONAL
COMPANY RUSSIA-CIS» , hereinafter
referred to as
«PHARMA INTERNATIONAL», represented
by its General Director Mr.Ammar Mohamad
Allaa Gazi, acting on the basis of the Charter, on
the other hand, have entered into the present
Agreement as follows:

Article 1
Subject Matter of the Agreement

1.1. The subject matter of the present Agreement
is joint production and sale of the Finished
Products, which are specified in the Appendices,
in the production of «PHARMA
INTERNATIONAL» as per the technology and
with the assistance of the «SIMPEX».

1.2. «SIMPEX» shall supply the Products
according to the conditions of Articles 5, 6, 7 of
the present Agreement, and «PHARMA
INTERNATIONAL»  shall arrange further
production of the Finished Products under the
terms of Article 8 of this Agreement and their
implementation in the Territory.

Article 2
Terms and Definitions of the Agreement

PRODUCT shall mean a pharmaceutical
product, which passed all production stages
except final packing - tablets, capsules,
ampoules in group packing — “in bulk”, and is
not for direct sale, hereinafter referred to as “in
bulk’;

FINISHED PRODUCT shall mean
pharmaceutical produce, which passed all stages
of the technological process including the final
packing and marking, and is for sale and

Hoh

distribution;




Heobxomumeri Matepuan (AL , PVC xaprounsie
YIAKOBKH, HHCTPYKIMH 10 IIPUMEHECHUIO, STHKETKA H
Ip.), ans KoHeuHoH ynakoBku Iipoaykra;

HT/I - o35a4acT HOPMATUBHO ~ TEXHUYECKYIO
DOKYMEHTALHIO, 8 UMEHHO:

- 3aaperucrprpoBannoe B Poccniickoit Penepariun
PerucTpannorHoe yIoCTOBEpEHHE Ha JIEKAPCTBEHHYIO
popmy;

- 3aperucTpupoBannoe B Poccniickolt Penepannu HJI na
nexkapeTBeHRyio dopMmy, BrIOuas onucanue «in bulky -
C METOAaMU KadeCTBCHHOTO M  KONAYECTBEHHOTO
koHTpons [orororo Ilpoxyxra (¢ NPHIOKEHHEIMH
o6paznaMr-CTaHJAPTAMY aKTUBHOTO BEINECTRA);

- obmas uadopmaus o ['otorom ITponykre;

- hopmyita coctasa [Notosoro Ipoxyxra;

- TEXHOJIOTHS NMPON3BO/ACTBA (pac)acOBKa U YNMaKOBKa)
['otoBoro IIpoayxra;

- TpeboBaHMs K YCIOBHUSM IPOH3BOACTBA U XPaHEHHS;

- cepraukar kayecrea Ha Ilponykt u ceprudmxar Ha
ero 00pasilbl — CTaHAAPTE! ANS NPOBEZCHUS AHAINA3Z0B;

- TOKYMEHTAIMS Ha YIAKOBKY W YIIAKOBOYHEBIN MaTepral
[otoporo Ilpomyxra, Brxmouag JluzaiH-MakeT W
YEPTEeXKH YNAKOBOYHBIX MAaTepHANOB, WHCTPYKUMH IO
npuMerenuio ['orororo IIpoaykra;

TEPPUTOPHS - o3magaer teppuropuio Poccmifckoi
®eneparyn;

TOBAPHBIH 3HAK - o3Ha9aeT 3aperucTpUpOBaHHEIN
ToBapusiit 3HaK ["'oToBoro IIpoxykTa npuHannexamui
«CHMIIEKC».

Cratea 3
Peracrpanus

3.1. «CHMHEKC»  3aperucrpupyer  [0TOBBIE
[TpoxyxTel Ha TeppUTOPHH HA CBOE MM3t TAKUM 00pasoM,
uTo6sl «@APMA HWHTEPHEWHIMHAJ » Mmor
HPOM3BOANTE (PACOBKY MH/HAM YNMAKOBKY, IPOAAXYy
I'otosoro [Ipoayxra wa Teppuropum.

3.2. «CHMIIEKC» o0s3aHa MOIyTuTh
Perucrpaiontoe ynocrorepenne s [poxyxra B PO.
Branmensuem PerrerpalnoHHOro yaocToBepeHus Oyner
«CHMIIEKC».

3.3. «CUMIEKC» 06s3yerca 6ecnaTHo
npenoctasuts «®APMA HHTEPHEWIIHAHAN » s

PACKING MATERIALS shall mean material
(AL ,PVC, cardboard containers, instructions for
use, labels etc.), which is necessary for the final
packing of the Product;

NTD shall mean Normative Technical
Documentation —

- Registration Certificate registered in the
Russian Federation on the medicinal form;

- Registration Certificate for dosage form as
registered in the Russian Federation;

-Registered in Russian Federation ND on the
medicinal form, including the description «in
bulk» - with methods of the qualitative and
quantitative control of the Finished Product.
(with the enclosed samples - standards of active
substance);

- the general information on the Finished
Product,

- the composition formula of the Finished
Product;

- the technology for production (Repacking and
packing) of the Finished Product;

- the requirements for the production and storage
conditions; -

- Certificate of quality on the Product and the
certificate on its samples - standards for
realization of analyses;

- the documentation for the packing and the
packing material of the Finished Product,
including the Design-Artwork and drawings of
the packing materials, Instructions for use of the
Finished Product;

TERRITORY shall mean the territory of the
Russian Federation;

TRADEMARK shall mean the registered
Trademark of the Finished Product belonging to
the « SIMPEX)».

Article 3
Registration

3.1. «SIMPEX» shall register the Finished
Products in the Territory in its name in such a
way that «PHARMA INTERNATIONAL»
could carry out the Repacking and / or packing
and sale of the Finished Product in the Territory.
3.2. «SIMPEX» shall be obliged to obtain a
Registration Certificate for the Product in the
Russian Federation. The holder of the
Registration Certificate shall be «SIMPEX».

33. «SIMPEX» undertakes to provide to
«PHARMA INTERNATIONAL» free of
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TIOJNYYCHHS paspeIieHns Ha Ipou3soacTso ['oToRoro
ITpoxykra neobxomumyro Komuu HT/, o6pa3ner
[MponyxTta 1 o6pa3up-cTanmapThl A IPOBECASHHS
UCTIBITAHWHN U aHAH30B, KOTIHH YTBEPKAEHHEIX MaKeTOB
K 9ePTEXU YITaKOBOYHBIX MATCPHANIOB.

3.4, «PAPMA HHTEPHEMIIHHAJ » obasyerca
IIPA HATHUUH

KOIHUA JeMCTRYIOMIETO Pernctpannonsoro
yaocroBepenus 0 H/] Ha D'otoBsiil IIpoaykT, noayIuTh
paspemieHue Ha mnpou3pojacTBO I'otoBoro Ilpomykra m
uHpopMEpoBATE 00 3ToM «CHMITIEKC».

3.5. Pacxopnpl, CBA3aHHEIC C MONYYCHUECM PA3PCIUCHUS
Ha  Bpmyck Torooro  Ilpoaykra  onmauusaeT
«CAMIIEKC».

Crarnsa 4
PaspemeHnsi M nepexaja mpap

4.1. «CHMIEKC» cornamaetcd, utobs «PAPMA
HHTEPHEMIIHHAJI » Ha OCHOBAHHH HACTOSLIIETO
Horoeopa pacdacosbiBan B /njM yHAKOBBIBAJ
ITpoaykT Ha cBOEM NPOHM3BOICTBE COINIACHO

unctpykusaM PAPMBbI.

4.2, «CHUMITEKC» nepenacT «DAPMA
UHTEPHEAIIHAHAT »

Ha  cpok  federsus  Hactoamero  Jlorosopa

HEHCKIIOYUTEIBHOE MPaBo HA UCIONB30BAHHE TOPTOBOTO
HaMMeHOBaHWA U TOproBoit Mapku Ilpoayxra.

4.3. Pacacopka u/mmu ymaxopka Ilpomykra momxma
npomsBonuThcs «@APMA MHTEPHEHUIITUHAJ » B
coorBeTerBud ¢ HTJ] «CUMIIEKC».

4.4, CTOpoHS! COTIACHIINCH, YTO HA BCEX YMAKOBOYHBIX U
pexnmaMHBIX Matepuanax [orosoro [lpomyxra Oynmer
HaHeCceHa HaIUCh:

«IIpon3Beaeno»:

«CRMIIEKC ®APAMA IIBT.JITA.» (MHIHS)
«PachacoBano H/uaIm YnakoBaHO»:

000 «®APMA HHTEPHEHIIHHAJI KOMIIAHU
POCCHSA-CHI'» (POCCHST).

4.5. Tlpu ucrionpzoBanny ToBapHOTO 3HaKa
«CUMIIEKC», « PAPMA WHTEPHEMIIIHHAJI »
He npuoOpeTaeT HAKAKWX NpaB, Kacaonmxcs ToBapHOTO
sgaka «CHMIIEKC».

4.6. «PAPMA HHTEPHEWINWHAJI » HeMennerHo
coobumur «CUMIIEKC» 060 BCEX HapyHICHUSX,
Kacarowmuxca TOBapHOTO 3HAKa, IPOH3BEICHHEIX
Tperseil cTopoHol Ha TeppuTopun.

charge copies of NTD required for issue of the
license, samples of the Finished Products and
standard samples for test and analysis and also
copies of approved Artworks and drawings of the
packing materials within 7 days from the date of
signing hereof.

3.4, «PHARMA INTERNATIONAL»
undertakes, after receipt of copy of the valid
Registration Certificate and ND for the drug, to
obtain a license to produce the Finished Product
and to notify «SIMPEX» thereof.

3.5. The costs connected with the obtaining of
the permit to produce the Finished Product shall
be borne by «SIMPEX».

Article 4
Authorisations and Assignment of Rights

4.1. «SIMPEX)» agrees that «PHARMA
INTERNATIONALD» shall under this
Agreement Repacks and \ or packs the Product in
its Production Facility in Moscow according to
instructions of «SIMPEX»,

4.2 «SIMPEX)» shall assign to

«PHARMA INTERNATIONAL»,

for the validity period of the present Agreement,
non-exclusive right to use the Trade Name and
Trademark of the product.

4.3. Repacking and - or packing of the Product
should be done by «PHARMA
INTERNATIONALSy according to the reference
document of «SIMPEX».

4.4. The Parties agree that all packing and
advertising materials of the Finished Product
shall bear the inscription:

«Manufactured by»:

«SIMPEX PHARMA PVT. LTD.» (INDIA),
«Repacked / Packed by» :

LLC « PHARMA INTERNATIONAL
COMPANY RUSSIA-CIS » (RUSSIA).

4.5. In using the Trademark of «SIMPEXb»,
«PHARMA INTERNATIONAL» shall acquire
no rights related to the Trademark of the
«SIMPEX)».

4.6. «PHARMA INTERNATIONAL» shall
immediately notify «SIMPEX» of all violations
related to the Trademark made by any third party
in the Territory.

A




Crareg 5
Obszareancrea CTopoH

51 «DAPMA HNHTEPHEMINIHHAJX » 6yzer
pachacoBplBaTh H /AIH ynakoBeIBaTh [Ipoayxr B
COOTBETCTBMH C UHCTPYKIMSIMH, TPEIOCTaBICHHBIMU
«CHMIIEKCy», a tarke cobaogaTh yrBepXKAEHHBIE
«CAMIIEKC» yclOBHE KOHTPONH KayecrBa u
XPpaHEeHHS.

5.2. «@APMA HHTEPHEHIIUHAJ » orBeqaer 3a
OJTYMeHNe BCEX HEeOBXOIHMBIX paspenrenuit
TOCYJapCTBEHHBIX OpPraHOB, a Takke JIMHEH3HH,
Kacalom¥xcs MNPOM3BOJACTBA W IpOoJaKH 1 OTOBOTO
Ilponykta .

5.3. CoOTBeTCTBYIOIHE M3MEHEHMS H JONOJHEHHs B
H/ ITpoxnykra edopmmser «CHMITEKC».

54. «PAPMA UHTEPHEUIIAHAJL » 065385
MOJIyIUTh BCe HEOOXOAUMBIE TUIICH3NU U pa3pelIcHUs
Ha Beo3 Ipoaykra B Poccuiickyro Penepanuio.

5.5. «PAPMA HHTEPHEMINUHAJ »  3axassmaer
YHAKOBOYHBIH MaTepHaNn y CTOPOHHUX IOCTABIIHKOB.

«CUMIIEKC» nepex mepsbIM  HMCHONB30BAHHEM
yIAKOBOTHOIO MarepHana, OCYIIECTBUT KOHTPOIL U B
NUCBMEHHOH ~ (opMe  TIOATBEPOUT  BO3MOXHOCTH

TpPHMEHEHUS 9THX MATEPHATIOB.

5.6. «CHMIIEKC» npenoctaput «DAPMA
AHTEPHEAIIAHAJIL »

BCE AaHHBIe, UH(POPMALUIO U CenupHKaINH,
HeoOXoAuMEIe 1yis ofecmeueHus IPAaBUJIBHOrO [Iporecca
pacdacoBkn H /aian ynakoskn [Ipoaykra, monmydenns
paspeHeHyi Ha IPOU3BOACTRO U PETH3ALUEY, & TAKKE
KOHTponNA kKayecTBa ["oToBoro Ipoayxra,

5.7. «CHMIIEKC» rapaHTHpyeT NOCTaBKH
Tpebyemoro konuuecTsa [Ipomykra.

5.8. «CHUMIIEKC» 06s3yeTcs noctapnsats «PAPMA
HMHTEPHENIIHAJI »IIpoayKr, 14 JanbHeHIIHX
3TAIOB NPON3BOACTBA, C OCTATOYHBIM CPOKOM MOJHOCTH
ne menee 80 % ot cpoka roaHocTH yeranosnensoro HJL
59. «CHMIIEKC» obs3yeTca HeCITaTHO NOCTABNATE
«®APMA HHTEPHEMIIWHAJ » B TeueHue BCEro
cpoka gedcTsus JJoroopa, o6pasibl — CTaHAaPTHI
(3Tanonnsle 06pasitkl) B HEOOX0MMOM KOIHIECTBE U
HMEIOIINE OCTaTOYHBIH CPOK TOMAHOCTH JUIS IPOBEACHUS
ananu3oB. CTaHAAPTHI JOIDKHE! HMETh
COOTBETCTRYIOIME CEPTH(HHUKATE

5.10. «CHMIIEKC» obs3aua MOy YUTE BCE
HeoOX0MMBle pa3pelIeHUs M JIMIEH3MU Ha OKCTIOPT
[Ipomyxra B Poccuiickyio Denepanuio.

Article 5
Obligations of the Parties

5.1. «PHARMA INTERNATIONAL» shall
Repack and /or Pack the Product in accordance
with the instructions provided by «SIMPEX»
and shall also comply with the quality control
and storage conditions approved by the
«SIMPEX».

5.2. «PHARMA INTERNATIONAL» shall be
responsible for the obtaining of all necessary
permits of government authorities as well as
licenses related to production and sale of the
Finished Product.

5.3. Any respective amendments to the ND of the
Product shall be executed by «SIMPEX>.

54. «PHARMA INTERNATIONAL» shall be
obliged to obtain all necessary licenses and
permits to import the Product to the Russian
Federation.

5.5. «PHARMA INTERNATIONAL» shall,
place orders for the packing material to other
suppliers,

«SIMPEX» shall, before the first use of the
packing material, exercises control and confirms
in writing the possibility of applying these
materials.

5.6. «SIMPEX» shall provide to «PHARMA
INTERNATIONALY> all the data, information
and speciftcations that are necessary to ensure the
proper process of Repacking and /or Packing
of the Product, the obtaining of the licenses to
produce and also to ensure the quality control of
the Finished Product.

5.7. «SIMPEX» shall ensure delivery of such
quantity of the Product.

58. «SIMPEX» undertakes to supply to
«PHARMA INTERNATIONALy the Product,
for further stages of production, with the shelf
life of not less than 80% .

59. «SIMPEX» undertakes to supply to
«PHARMA INTERNATIONAL» free of
charge the standard samples in the requisite
quantity and with the sufficient shelf life for
analyses during the whole validity period hereof.

5.10. «SIMPEX» shall be obliged to obtain all
necessary permits and licenses to export the
Product to the Russian Federation.
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Craths 6
IapaBETHRA H OTBETCTBEHHOCTH CTOPOH

6.1. «CHUMIIEKC» rapaHTHUpyeT CBOEBPEMEHHYIO H
[IOJIHYIO MocTaBKy [IpoayKTOB.

6.2. «CHMIEKC» rapantupyer, uro IIpoaykr,
nocrapnennsii «®APMA HHTEPHEMINIHHAJT »
cornacHo Hacrogmero Jlorosopa, He Oyner #HMeTsh
nedexroB u OyzeT orBeuars Tpebopanmsam HT]I

6.3. B cixydae HECOOTBETCTBHS  IIOCTABJIEHHOIO
[Mponykra yenosuaM [lorosopa mo KOMMYECTBY M/WIH
xauecTry, «®APMA HHTEPHENIIHWHAJ » Brnpase
npeabssute OUPME pexnamamuu, a nocnemHss
obs3ana paccMoTpeTh uX B TedeHud 20 (mBajguarth)
KaleHJapHRIX  JgHEeH, OT  JaThl  [PEABABICHUN
pexnamamin. Ecn «CHUMIIEKC» He cornmacurcda ¢
pexnamannedt «PAPMA HHTEPHENAIIHHAJ »,
CropoHEl BhIGepyT He3aBUCHUMYK JabopaTopuro Inus
NpOBEACHUS AHAIM30B, K €& pPe3YNBTaTel OyayT
OKOHYATeNbHBIMHA. PacXoasl, cBsS3aHHBIE C IPOBEJCHUEM
ABHATA30B HECET CTOPOHA, NOTYCTHRIIAS OMUOKY.

6.4. B ciyvae npusnHanus Ilpoxykra nedexTHbM, B
TeueHre 30 (TpuamatH) mHEH C MOMEHTA IONYYEHHS
pexnamanue, «CHMIIEKC» ofs3ana 3a cBoil cuér
3aMEHHTs e€ro Jmbo, mo ycMmoTpeHuo «DAPMA
HHTEPHEUIITAHAJI », npeocTaBUTh KPEAHT—HOTY.
6.5. «@APMA HHTEPHEMUIIMWHAJI » rapantupyer
cBOeBpeMeHHYIo omaty [Ipoaykra B coOTBEeTCTBUH ©
ycnosusaMu KOHTpaxToOB Ha MOCTAaBKY, 3aKII09aeMBIX
mMexay CTopoHamu.

6.6. «@APMA MHTEPHEHIIIHHAJ » orsedaer 3a
NpaBUILHOCTE ynmakoBkw [otoeoro Ilpomyxra, ero
XpaHeHHe W TPOJaKY, a TaKKe 3a KOHTPONb €ro
KagecTBa. Bee mpoueaype! OyAyT BLIIOMHATECY B
COOTBETCTBMM  CO  CTAWAapTamMy, HOpMamu W
TpeboBanuAMY, noydeHHEIME oT «CHMIIEKC»,

6.7. CropoHnl ofs3yloTes cobmronats Bce TpeboBaHMs
rOCyJapCTBEHHBIX  OpPraHoB,  AEUCTBYIOIIHX  H&
Teppuropumn.

Craren 7
3axa3, IOCTABKA H YCJIOBHA ILIATEXKA,

7.1. «DPAPMA MHTEPHEMINIHUHAJ » oGasyercs
3dKal3bIBATEL BCE HGOGXOI.IHMO& KOITHYECCTBO HpOHYKTa 10
cornacopanuio ¢ «CHMITEKC».

72 KOIIYI‘!CCTBO, YCIOBUS NIateXa W CPOKH INOCTABKH
OnpeacIsOTCA OTACIBHO KOMMCPUYECCKUMH
KOHTpaKTaMH, 3aKIIHYaCMBIMY, KdK IPABUIIO, HA OIUH

KaJICHIAPHBIN TOJT W Ha KaXIYIO MOCTABKY OTAEHBHO.
7.3. «CUMIIEKC» 6yner nocraBmats «PAPMA

Article 6
Guarantees and Responsibilities of the Parties

6.1. «<SIMPEX>» guarantees timely and complete
delivery of the Products.

6.2, «SIMPEX» guarantees that the Product
delivered to «PHARMA INTERNATIONAL»
as per the present Agreement shall have no
defects and shall meet requirements of the NTD.
6.3. In case if the delivered Product does
correspond to the terms and conditions hereof as
to the quantity and/or quality «PHARMA
INTERNATIONAL» shall be entitled to make
claims against «SIMPEX» and the latter shall be
obliged to consider them within 20 calendar days
from the date, on which the claim was made. If
«SIMPEX» does not agree with the claim of
«PHARMA INTERNATIONAL» the Parties
shall select an independent laboratory to conduct
analyses and its results shall be final. The costs
connected with the conducting of the analyses
shall be borne by the Party, which made the
error.

6.4. In case of a recognition of the Product
defective, within 30 days from the moment of
reception of the claim, «SIMPEX» is obliged at
own expense it(him) to replace or, under
discretion «PHARMA INTERNATIONAL?», to
grant credit - notes,

6.5. «PHARMA INTERNATIONAL»
guarantees the timely payment of the Product in
accordance with the Contracts for Delivery made
upon by the Parties.

6.6. «PHARMA INTERNATIONAL» shall be
responsible for the correctness of the packing of
the Finished Product, for its storage and sale as
well as for its quality control. All the procedures
shall be performed in accordance with the
standards, norms and requirements received from
the «SIMPEX)».
6.7. The parties undertake to comply with all the
requirements of the government bodies,
operating in the territory.
Article 7
Order, Delivery and Payment Conditions

7.1 «PHARMA INTERNATIONAL>»
undertakes to order all necessary quantity of the
Product in agreement with «SIMPEX».

7.2. Quantity, terms of payment and time of
delivery are determined by separately
commercial Contracts concluded, as a rule, for
one calendar year or on each delivery.

7.3. «SIMPEX» shall deliver the Product to

Al Ky
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AHTEPHEUHIMHAJI » [TpoaykT Ha yenopusx CPT —
MockBa (B COOTBETCTBHH C TEPMUHOIOTHEH
UHKOTEPMC - 2000). B cnyuae Hamuyus
TIPOTHBOPEYMH MEX/y YCIOBUAMH HACTOSIIETO
Hororopa 1 UTHKOTEPMC - 2000 ycnoBusa Jororopa
6yayT UMETH BEICIIYIO CHIIY.

7.4. Jlaroit mocrasku cuutacTes nara AWB/BL.,

7.5. llena nHa IIpoxyxT cornacosbiBaetcs CTOPOHAMA Ha
kaxaeti Kontpakt otgensno. IeHa cornacoBrizaeTcd
na ycnosusx CPT Mocksa B pomnapax CIIIA.

7.7. Onnata 3a Kax/aylo IOCTaBKY OyaeT
OCYIICCTBIATECS OaHKOBCKHM MEPEBOIOM B OaHK,
ykaszanubi «CHMITEKC)y, no peKBU3UTAM H B CPOKH,
cornacoBanxble B KOHTpaKTax HA MOCTABKY.

Crarpa 8
IIpon3BoacTBO, XpaHEeHHE

8.1.  Tlpomseoxcteo (pacdacoska/ynakoska) I'oToBorO
[Ipoaykra ocymecTBIsi0TCA B coorBercTBUM ¢ HT/ u
HPUMEHUMBIM pOCCHICKUM 3aKOHOAATE/IECTBOM,
rocyJapcTBEHHBIMM HOPMATHBHBEIMH JOKYMEHTaMH H
CTaHZApTAMH Ha  NPOMU3BOACTRO W  XpaHeHHe
¢hapManeBTUHECKON TIPOYKIIHH.

8.2. «CMMIIEKC» u « PAPMA
VWHTEPHEUIIIHHAJ » 0653y10TCS NpY BHINOTHEHIH
0643aTENBCTB, CTPEMHUTHCS K JOCTIDKEHHIO COOTBETCTRYA
npor3Bogersa I'otoBoro [Iponykra npunuunaM GMP
(Good Manufacturing Practice) 1o npoHsBoACTBY H
XPAHCHHIO TEKapCTBEHHEIX CPEeNcTB M ofecnedeHUIo ux
KavyecTBa ¢ TeM, 9To0H kadecTeo [Iponyxra u ['oToBore
IIpoaykTa cOOTBETCTROBAJIO TPEeOOBAaHMAM, YKa3aHHBIM B
HTI.

8.3. [Ipu WU3MeHEHUH TEXHOJIOTHIECKOro 060pyAOBaHKSI
H TIOMEIIEHHH, KOTOPbIe MOTYT IIOBIHATH HA Ka4YeCTBO
I'otoBoro npoaykra, «®APMA MHTEPHENIIIHAHAJI
» obs3an uHGopMupoBath 06 3ToM «CAMIIEKC».

8.4. Xpanenune Ilpoaykra w TotoBoro IIpoaykra
JOJDKHO OCymecTBNAThcs B coorBercTBuu ¢ HT/,
pernaMeHTUPYIOeH YCIOBHSA XPaHCHUS.

8.5. «PAPMA MHTEPHEMIIHHAJI » ofa3yercs He
niepenaBaTek TpeThe#d CTOpoHE HH opHod w3 a3
NPOU3BOACTREHHOrO MPOIecca.

8.6. «PAPMA HHTEPHEMIIUHAJ » ofasyercs
IONB30BATBCS  NPOU3BOACTBEHHOW  JOKYMCHTaLHEH,
TIOJIYYSHHON B COOTBETCTRMU ¢ HACTOSMM [lOroBopom,
ACKUHOUATENHHO  [UIA  MPOW3BOACTBA [ OTOBBIX
[IponykTor cornacHo ycnosusam Jlorosopa.

8.7 «DAPMA HMHTEPHEMIIHHAJ »o6a3yercs
BECTH THIATCIBHBIA, KOMITICKTHAIN U JECHCTBUTCIBHBIN
OTHEeT M JPYIyX AOKYMEHTALMIO O IIPOU3BOJCTRE H
npoaaxe ["orooro [Iponykra.

«PHARMA INTERNATIONAL» on the terms
CPT Moscow (in accordance with INCOTERMS
2000). In case of presence of contradictions
between conditions of the present Contract and
INCOTERMS 2000 treaty provistons will be able
the maximum force.
7.4. The date of delivery shall be the date of issue
of AWB/BL.
7.5. The price for the Product is coordinated by
the Parties on each Contract separately, The price
is coordinated on conditions CPT Moscow in US
Dollars.
7.7. Payment for each delivery will be carried out
by bank transfer in the bank specified by
«SIMPEX» under essential elements and in the
terms, specified in the Contract on delivery.
Article 8
Production, Storage

8.1. The production (Repacking and /or Packing)
of the Finished Product shall be carried out in
accordance with the NTD and the applicable
Russian legislation, government normative
documents and standards for production and
storage of pharmaceutical products.

8.2. «SIMPEX» and "«WPHARMA
INTERNATIONAL»" undertake the
implementation of commitments, strive to
achieve conformity of production of the finished
product to the principles of GMP (Good
Manufacturing Practice) production and storage
of medicines and ensure their quality, so that the
quality of products and finished products meet
the requirements specified in the specification.
8.3. In case of any modifications in the technical
equipment and the premises, which may affect
the quality of the Finished Product, «PHARMA
INTERNATIONAL» shall be obliged to notify
«SIMPEX» thereof.

8.4. The storage of the Product and the Finished
Product shall be carried out in accordance with
the NTD governing the storage conditions.
8.5.«PHARMA INTERNATIONAL»
undertakes not to transfer to any third party any
of the phases of the production process.
8.6.«PHARMA INTERNATIONAL»
undertakes to use the production documentation
obtained in accordance with the present
Agreement exclusively for production of the
Finished Products according to the terms and
conditions hereof.

8.7. kPHARMA INTERNATIONAL»
Undertakes to conduct a thorough, complete and
valid records and other documentation on the
_production and sale of ‘t‘-h:ﬁ finished product.
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Cratpa 9
KonrTpoab kauecTBa

9.1. «CHMIIEKC» %4 «PAPMA
HHTEPHEVMINIWHAJ » OCYIIECTBIMOT KOBTPONE
KaueCcTBA CBOMX IPOHM3BOACTBECHHBIX NPOLECCOB B
COOTBETCTBHU ¢ JEHCTBYIONIMMH METOZaMH KOHTPOJIA
Ka4ecTBa, COTJIACHO YTBEPXKJICHHON HT/I.
«CHUMITEKC» xaxmwit paz Bmecte ¢ Ilpomykrom
nepemaer  «DAPMA HWHTEPHEUINHHAT »
ceprudukaret kagecTBa Ha IIpoayxr,

9.2, «DAPMA MHTEPHEWIIHUHAJ » nposomur
BXOOHOH nNOCepURHLIL kouTtpone Ilpoaykra Ha
Teppuropuu ¢ momydeHueM PoccHUCKOro NOpoTOKOIE
aHamu3a.

9.3. «CHMIIEKC» cornacua ¢ tem, utobn «PAPMA
HHTEPHEMIITAHAJI » semyckan Fotoesiit ITpomykr
Ha priHOK TeppHTOpHM IOCIE aHATM3A KAXIOH CepUH B
KOHTPOILHOU nabopaTopun «DAPMA
HHTEPHEMIITUHAJ » u norygenns Hexnapauuu
COOTBETCTBHS Ka4eCTRA.

9.4, «DAPMA HHTEPHEWUIIUHAJ » obssan
XPaHUTE KOHTPOJBHEIC obpasusl  KaKaou
MIPOU3Be AEHHOHK cepuu l'oroBoro Ilpomyxra B

cooTBeTcTBIM ¢ HHCTpYKIue# «CUMITIEKC».

9.5. Ilo mpepsapuTenbHoi forosopertocTy «@APMA
UHTEPHEMIIINMHAJI » o00s3a8E 1OpeJoCTaBHTh
BO3MOXHOCTE crenuamuctaM «CHMHIEKC» tmocetuts

NPOM3BOJICTBEHHEIE HOMEINEHHS §  sabopaTropuio
KOHTPOJA KayecTBa I TIPOBEPKH COOTBETCTBHSA
NPOU3BOACTBA " KOHTPOIA TpaBuIaM,

ycranapnuBaeMbiM  Hopmamu GMP m HTJl. Bee

pacxonbl,  CBA3AHHBEIE €  MHCNEKUHEH,  HecET
«CHUMIIEKC» .
9.6. «CHMIIEKC» U «©@APMA

WHTEPHEUIIWHAJ » B3aUMHO H CBOSBPEMEHHO
DOMXKHE! coobmars Apyr Apyry oo Bcex H3MEHEHHSX
TPOLECCOB IPOU3BOICTBA u KOHTpOJIS,
IMPOU3BOACTBEHHOTO OGOpPYZOBAaHHS M  MAaTepPHANOB,
KOTOpBlE MOryT BIMSTE Ha KauecTBo ['oToBOTO
Ilpoxyxkra.

Article 9
Quality Control

9.1. «SIMPEX» and «PHARMA
INTERNATIONAL» shall exercise the quality
control of their production processes in
accordance with the effective quality control
methods according to the approved NTD.
«SIMPEX» shall each time present to
«PHARMA INTERNATIONAL» the
certificate of quality for the Product along with
the Product.

92.«PHARMA INTERNATIONAL» shall
conduct the incoming batch-by-batch inspection
of the Product in the Territory to obtain Russian
protocol analysis.

93. «SIMPEX» agrees to «PHARMA
INTERNATIONAL» produces the finished
product on the market territory after analysis of
each series in a control laboratory «PHARMA
INTERNATIONALDp» and obtain the Declaration
of Conformity quality.

9.4. «PHARMA INTERNATIONAL» shall be
obliged to store control samples of each produced
batch of the Finished Product in accordance with
the instruction of «SIMPEX>.

9.5, By prior arrangement, «PHARMA
INTERNATIONAL» is obliged to provide an
opportunity to visit the specialists of the

company production facilities and quality control
laboratory to check the conformity of production
and control rules set standards of GMP and
specification. All costs associated with the
inspection, bears «SIMPEX».

9.6. «SIMPEX» and «PHARMA
INTERNATIONAL» shall mutually and timely
inform each other of all modifications in the
production processes and control, production
equipment and materials, which modifications
may affect the quality of the Finished Product.
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Crates 10
Pexnamanun

10.1. Bce pexnamanui, KacarImqpecs KayecTsa W
KonMyecTBa  mpd mocraBkax Ilpoayxra, CtopoHBI
pPEINAOT COBMECTHO B COOTBETCTBMH C CT.6 ®

YCIOBHSIMH,  COIJIACOBAHHBIMH B KOMMEPYECKHX
KOHTpaKTax.
10.2. Pexnamamuu noxynmareneii [otosoro IIpogykra

IIORJICHKAT COBMECTHOMY paccMoTpeHuio CTOPOH.

10.3«®APMA HHTEPHEHMINHUHAJN » ofnanaer
IpaBoM  OT3BIBA €  DBIHKA P® cosmecTHO
npou3BenéuHoro I'otosoro IIpoayxTa.
Crarpa 11
KonduaeRnHaNbHOCTS
11.1. Croponel OymayT IOIUICPIKHBATE  CTPOTYIO

KOH(UACHIMATEHOCTE B OTHOIICHUKM BCEX MOJyYeHHBIX
JAHHEIX,

11.2.  Cropount  o0sa3ylorca  HE  HIEpPCAaBAThH
KoHUACHOUANBRYO wHGOpMaLUKD §e3 HChMEHHOTO
cOrnacus TPETbeH CTOpPOHE JUIS MCHONB30BAHMSA HX B
CBOIO TIONL3Y WM B TOJIL3Y APYTHX JHUI.

Crates 12
Iponsmxenue

12.1, Croponsl 6yayT coTpyOHHYATE I10 MPOIBKESHHIO
coriacopagsoro ['otosoro Ilpoaykra n Takum obpazoMm
YBEIMYHABATD €0 IPOJIAXy Ha TeppUTOPUH.

12.2. «CHMIIEKC» npenocrasut «PAPMA
WHTEPHEMIIHUHAJI », 1115 BEIIOTHEHHS
AESTeNBHOCTH TI0 IIPOJIBMXKEHHIO, HayYHbIe TyDIHKaIuu
o I'otoom Ipoayxre.

12.3. «CHMIIEKC» 6yzer npenocrasiats «DAPMA
HHTEPHEAIITHHAJ »

TaKHe MEIUOHHCKHE JaHHBIE U CBEJISHHA, a TaK JXe
o0pasnpl pEeKIaMHBIX MaTEpUaylioB, KOTOpele OyayT
nonesunt «®APMA HWHTEPHEWIIWHAJN » ans
peaymzauuu ['oTosrix [Ipoaykros na Tepputopuu.

Article 10
Claims

10.1. All quality and quantity claims arising in
the course of deliveries of the Product shall be
seitled by the Parties jointly in accordance with
Article 6 and the conditions agreed upon in
commercial contracts.

10.2. The claims of buyers of the Finished
Product shall be considered by the Parties jointly.
10.3. «PHARMA INTERNATIONAL» shall
have the right to withdraw the jointly produced
Finished Product from the market of the Russian
Federation.

Article 11
Confidentiality

11.1. The Parties shall keep strict confidentiality
in respect to all data received.

11.2. The Parties undertake not to disclose any
confidential information without written consent
to any third party for use of the same for its
benefit or for the benefit of any other persons.

Article 12
Promotion

12.1. The Parties shall cooperate in promotion of
the agreed Finished Product and shall thereby
increase its sales in the Territory.

12.2. «SIMPEX» shall provide «PHARMA
INTERNATIONAL» with scientific
publications on the Finished Product and with
advertising material for the Finished Product for
the purposes of carrying out promotional
activities.

12.3. «SIMPEX)» shall provide <PHARMA
INTERNATIONALS> with such medical data
and information as well as such samples of
advertising materials as may be useful for
«PHARMA INTERNATIONAL» for the
marketing of the Finished Products in the
Territory.
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Crarpa 13
Cpok geiicreus Jorosopa

13.1. Hacrosmmii JoroBop BCTYIIA€T B CHIy C MOMEHT2
ero noanucanus obeumu CTOpOHAMH W JEHCTBYET B
teucHue S (msta) ner, ecmu MoroBop He Oyzer,
pacTopruayT Jocpo4Ho, [lo B3aMMHONW JOrOBOPEHHOCTH
CpOK medcTBHA Hacrosmiero Jloropopa MOXeT OBITE
YMEHBHICH B CBS3M C OKOHYAHUEM CpoKa JAeicTBus
nueH3Ad OAHOH w3 CTOpPOH WM OKOHYAHHEM CPOKa
peructpanuy 'oToBOTO NpoayKTa Ha TeppuTopHH.

13.2.  Ecmu 3a 3 (Tpu) Mecdua 10 MCTCUCHMWS CpPOKa
nefictBus HacTosmero Jloroeopa uu oxna u3 Cropon
IHCBMEHHO He HHOOPMHpPYET ApyTyio CTOPOHY 0O CBOEM
HaMepeHnH pacTopruyts JlOTOBOP, CpoK ACHCTBHA
Hororopa aBTOMaTH4YECKH MIPOIJIEBASTCS HA OJUH TOJ.

13.3. B cmyvae Hamepenus onHolt uz Cropou
pactoprayTh Hactosumit [lorosop, samHTEpecOBaHHAS
CropoHa o0s3aHa IHCEMEHHO YBEIOMUTE O CBOEM
HAMEpeHUH APYIYIO CTOPOHY HE I03/Hee, 4yeM 3a 3 (Tpu)

Mecsilia A0 TpenmonaraeMol  JJaThl  pacTOPXKEHUS
Horosopa.
134. B cnyyae uHeucnoiHeHHs o0s3aTeNbCTB IO

Hactosmemy Jlorosopy, xaxoit-mubo CropoHoit, npyras
CropoHa uMeeT MpaBo, ¢ MUCHBMEHHBIM YBEIOMIICHHEM
npyrod  CtopoHBl,  pactoprHyTsh  JloroBop B
OJHOCTOPOHHEM IMOPAIKE ¢ BO3IOKEHUEM HA BUHOBHYIO
CTOPOHY Bcex YOBITKOB, BOZHHKHIMX BCIEICTBHE
HeucroaHeHuss o0s3arenseTs  BHHOBHOM — CTOPOHOM.
Opnaxko, CTopoHe, HE  BBINOJHMBLIEH  CBOEro
obs3aTenscrsa, Oynmer npexocTaBneHo 2 (ABa) MecAna
IUIL YCTpaHEHHs HapyINCHHH YCHOBUH HACTOSINETO
Jlorosopa.

13.5. [lo ncTedeHWH cpoKa AEUCTBHA HACTOAIIETO
Jororopa mmm ero pacropxeHus mo ool apyrod
npuanue «@APMA WHTEPHEWHINHAI » o6san
BepHYTE «CAMIIEKC» BCe Bay9HBIC U TEXHHYECKHE

JIaHHBIE, a TaKKe WHOOPMANNIO, IONYYMEHHYIO OT
«CHMHIEKC» BO BpeMs BCEro Cpoka JeicTBuA
HacTosmiero JloroBopa, BKIIOWAas BCe KOUHMH, U
[PeKpaTiuTs  IOJb30BaHUE  BCEMH  [IOXYYCHHBIMH
JAaHHBIMHA U TOBAPHBIM 3HAKOM.

13.6. Bea uadopMarus " JIOKYMEHTaIus,
nonyyennas «PAPMA MHTEPHEHIIHHAJ »
CaMOCTOSATENBHO B TEUYEHHE Cpoka Jelicrsus Jlorosopa,
ABIIACTCS COOCTBEHHOCTRIO «DAPMA
UHTEPHEHIWHAJ ».

Article 13
Validity Period of the Agreement

13.1. The present Agreement shall come into
force and effect immediately upon the signing
hereof by the both Parties and shall remain in
such force and effect during 5 years unless the
Agreement is cancelled earlier with respective
explanations. The validity period of the
Agreement may, by mutual agreement, be
reduced in connection with expiration of the
validity period of the license held by one of the
Parties or expiration of the registration period of
the Finished Product in the Territory.

13.2. If three (3) months prior to the expiration of
this Agreement, neither Party shall in writing
inform the other Party of its intention to
terminate the Agreement, the term of the
Agreement shall be automatically extended for
one year.

13.3. In the case of one of the Parties intention to
terminate this Agreement, the Party concerned
shall notify its intention to the other party not
later than three (3) months prior to the expected
date of termination of the Agreement.

13.4. If any of the Parties fails to fulfill its
obligations under the present Agreement the
other Party shall have the right to cancel the
Agreement unilaterally by giving a written notice
to the other Party, with the defaulting Party being
obliged to indemnify all the losses incurred as a
result of non-fulfillment by the defaulting Party
of its obligations. However, the Party, which
failed to fulfill its obligation, shall be given
two(2) months to correct violations of the terms
of this Agreement,

13.5. Upon expiration of the validity period
hereof or termination hereof for any other reason
«PHARMA INTERNATIONAL» shall be
obliged to return to «SIMPEX» all the scientific
and technical data as well as information
received from «SIMPEX» during the whole
validity period hereof, including all copies, and
to stop using all the received data and the
Trademark.

13.6. All the information and documentation
obtained by «PHARMA INTERNATIONAL»
individually during the validity period of the
Agreement shall be property of «PHARMA
INTERNATIONAL?®.
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Crarpa 14
Himvenenun orosopa

14.1. Bce n3MeHCHHS, AONOIHEHMS, NPHIOKEHHA K
HacrosmeMy J[orOROpY HMMEIOT CHILY, €CITH COTJIACOBAHE
CropoHamu # 0OPMIICHBI B THCBMEHHOM BHJIC,

14.2. Bce Usmenerusn, Honomnernua u Ilpunoxenus x
HacrosueMy HoroBopy ABISMIOTCS €r0 HEOTHEMIIEMBIMH
YACTAMH.

Crarpsa 15
Popc-Maxop

15.1. Cropona 0cBOGOKIAETCA OT OTBETCTBEHHOCTH 32
HONMHOE MM  9AacTHYHOE  HEHCIONHEHUE  CBOMX
0013aTEABCTE MO HACTOSIIEMY MOTOBOPY, €CIA TaKoe
HEUCIIONTHEHNE BBI3BAHO (popc-MaxKOpHEIMHA
obcrosrensersaMu. «Dope-MaKOpHEIE 0GCTOATENLCTBAY
03HAYAIOT Ype3Bpraaiiuble coObITHA UMM 06CTOSTENBCTBA,
HACTYIUICHWE KOTOPHIX 5Ta CTOpPOHA HE MOIJa
HIpEABHIETD 1015 IpeROTBPATHTD pasyMHBIMI
cpenctBamMu. K 3THM «9pe3BBIYAHHEIM COOBITHAM H
00CTOATENLCTBAM ) OTHOCATCH 3a0aCTOBKY, HABOJHEHHUS,
NIOYKapEl, 3eMIICTPACCHIA M MHBIE CTUXUHHEBIC OeICcTBHUA,
BOMHEI, BOCHHEIE JCHCTBHA, 3aIIpELICHUs JKCIIOPTa MK
MMIIOPTA, & TaKke JO0BIE HMHBIC OOCTOSTENBCTBA BHE
PasyMHOr0 KOHTPOJS CTOPOHBI.

15.2. Cropona, 3agBiiromas © HEBO3SMOXHOCTH
HCIIOMTHEHUA CBOMX 00s3aTenseTB Mo mpuvuHe dope-
MaXOPHBIX 00CTOSTENBCTE JOMKHA HE 1To3aHee 10 nHedH
c MOMEHTA HACTYIUICHUS BBINICYTIOMSHYTBIX
OOCTOATENBCTE YBEJOMUTH B IHMCBMEHHOH (hopme
JAPYTYIO CTOPOHY O TIPEIIOIaraeMOM CpOKe AeUCTBHA U
npexkpamenus 3TuX 00ctogrenbers. CpoK HCHONHEHHA
cTopoHaMH 00s3aTeNbCTB No JIOroBOpPY OTOABHIAETCS
COpPasMEpPHO BPEMCHHU, B TEUEHHUE KOTOPOTO NEHCTBYIOT
TaKHe 00CTOsATENHCTBA.

15.3. DaxTHl, U3TOXKEHHBIE B YBEIOMICHMH, AOJDKHBI
OHITE TMOATBEPKACHEI CIIpaBKOH Toproso-
Mpomennnennoit IanaTe:.

15.4. TIlocne npexpalneHHus yKa3aHHEIX 0OCTOATENBCTS,
Croponbl onpeaensor cnocoOBl U MYTH IPOACIKECHUA
HCIOTHEHMA 0043aTEABCTB IO JaHHOMY Jlorosopy. -

Article 14
Amendments of the Agreement

14.1. All changes, additions, annexes to this
Agreement shall be valid unless agreed by the
Parties in writing,

14.2. All changes, additions and annexes to this
Agreement are its integral parts.

Article 15
Force Majeure

15.1. The parties are relieved from responsibility
for partial or complete failure to perform its
obligations hereunder if such failure is due to
force majeure. "Force Majeure” means
extraordinary events or circumstances, the
offensive which the party could not have
foreseen or prevented by reasonable means.
These "extraordinary events and circumstances"
include strikes, floods, fires, earthquakes and
other natural disasters, war, acts of war,
prohibition of export or import, as well as any
other circumstances beyond the reasonable
control of the party.

15.2. The Party declaring impossibility of
fulfillment of its obligations due to Force
Majeure circumstances shall, within 10 days after
the occurrence of the aforementioned
circumstances, notify the other Party in writing
of the expected period of duration and expected
time of cessation of these circumstances. The
time for fulfillment by the Parties of their
respective obligations under the Agreement shall
be extended proportionately to the time, during
which such circumstances will last.

15.3. The facts stated in the notice must be
confirmed by a certificate of the Chamber of
Commerce and Industry.

15.4. Upon cessation of the aforementioned
circumstances the Parties shall determine
methods and ways of continuing the fulfillment
of their respective obligations under this
Agreement.




Cratresa 16
ApOutpak.

16.1 Bee cnops! m pasmoIiacus, KOTOpPHEIE MOTYT
BO3HMKHYTh U3 HacTosuiero Jloropopa Mnu B CBA3HW ¢
HUM U KOTOpPBIE HE MOTYT ObITE YIQXEHB! CTOPOHAMU IO
B3aUMHOMY COTTIACHIO, IOJUIEXKAT YPETYNUpPOBAHMUIO B
Apbutpaxuom Cyne B 1. MockBe B COOTBETCTBHM ©
JeACTBYIONIUM B Poccuiickoii Denepaunn
3aKoHOAaTenscTBOM. Pemenue Takoro Cyna sBnsercs
OKOHYATENbHBIM U 003aTENBEHBIM AT 00EUX CTOPOH.
16.2 [oroBop cocraBneH B 2 (OBYX) SK3eMIUIApax Ha
PYCCKOM H  aHIJIMHCKOM A3bIKax, no 1 (ogHOMY)
sxsemmuApy ais Kaxgod Croponsl. Oba sk3eMmmspa
UJAEHTHYHB M HMEIOT OJIHHAKOBYIO IOPHINUYCCKYIO CUITY,
16.3 Pabogum g35IKOM JOXYMEHTANWH gBNIETCS
pycckuit. B ¢cnydae BO3HMKHOBEHUS Pa3HOYTCHHN MEXIY
AHITHHCKAM M PYCCKHM  TEKCTAaMM  HACTOSALICIO
Jorosopa TEKCT, BBIMOJIHCHHEIM Ha PYCCKOM A3BIKE,
HMMEET BBICIIYIO CHITY,

Article 16
Arbitration

16.1. All disputes and differences, which can
arise from the present Agreement or in
connection herewith and which cannot be settied
by the Parties by mutual consent, shall be subject
to settlement at the Arbitration Court in Moscow
in accordance with the legislation currently in
force in the Russian Federation. The award of
this Court shall be final and binding on the both
Parties. '

16.2. The Agreement is made in two original
copies in the Russian and English languages, one
copy for each Party, both copies having equal
legal force.

16.3. The working language of the
documentation shall be Russian, In case of
occurrence of different interpretations between
English and the Russian text of the present
contract, the text executed in Russian, has the
maximum force.




Crates 17
I0pnanyeckne aapeca n pekBu3uThl CTopon:

«CHMITIEKC ®APMA NIBT.JIT/. » HHIAA
Anpec :b-4/160,Cadrapmxanr Suknas,

Hero enu — 110029, Unnus.

Tem.: 91-11-26169591

E-mail: simpexpharma@simpexpharma.net

Ipencraputens
«Cumnekc Gapma [Ier.JITn. » Uugus

000 «PAPMA HHTEPHEMIIUHAJI KOMIIAHH
POCCHSA-CHI»

IOpunmgeckuit agpec: 360032, KBP, r. Hanpuuk,

yn. Ulorenosa, 1.50

Houtosstit agpec: 360032, KBP, r. Hanpuuk,

yn. lorenoea, a.50

Ten. / Paxe: +7 (8662) 73 00 33

I'enepaneuenii Jupextop
O0O«®Papma Nurepuetimmuan Komnauu Poceus-CHI »
C‘*""ﬂ DENEP,

Article 17
Legal Addresses and Requisites of the Parties:

“SIMPEX PHARMA PVT.LTD.”INDIA
B-4/160,Safdarjung Enclave,

New Delhi — 110029,India.

Tel.: 91-11-26169591

E-mail: simpexpharma@simpexpharma.net

Representative
«Simpex Pharma Pvt.Ltd.»India

LLC«PHARMA INTERNATIONAL
COMPANY RUSSIA-CIS»

Legal Address: House-50,Street-Shogenova,
Nalchik, 360032, KBR, Russia.

Actual Address: House-50,Street-Shogenova,
Nalchik 360032, KBR, Russia.

Tel.:/Fax: +7 (8662) 73 00 33

General Director
LLC«Pharma International Company Russia-
CIS» X 5




IMpunoxenne Ne 1

k JIOTOBOPY or «15» mas 2015 1.

Ne | Toprosoe Hazpanne Mexpyaapoauoe JexapeTaeanaa Cocras Jo3HpoBKa Pupma
npenapars HENATEHTOBANHOE topma APOA3BOAHTENR
AA3BAHAE
Tabaetxu, Giing Daiini
i TTpoTHoHamuA IMpoTHonamun [OKPEITEIE TMpoTuonamuxn 250Mmr i e
et JIta Awms
obonoykoi
e 250mr,500mr,7 | Cumuekc dapma
2 | Pemeaua Jlerodnokcanun NOKPLITEIE Jlesogokcanun
SOmr Mar.Jita. Msnus
0f0NOUKOI
Tabnerku,
AMUHOCANUUHITORAA AMUHOCANHIHIOBA Cumnexc dapma
3 | Camnac i TIOKPBITBIE s Ir e JTxn U
ofonogkoit F1oTa BT TR AN
150 mr Cumrexe Papma
4 | T T K Ti
s SRR S SREERI ,250Mmr,300mr Mer.JIta. Unims
TaGneTkH, Hzornazuat+l npas
sl e 60Mr+300Mr+1l | Commcke Dapma
5 | Komburyo - NOKPHITEIE HHamunaFPudamnu 20MI+225M et Tt |
obonogkoi UHR+3TambyTon J A AN
T ; U +
ponETuL somuagtlnpas 75Mr+400Mr+1 | Cumnekc ®apma
6 | Kombury6 - OKPBITHIE nHamua+Padavon S0ur+275 Ner o W
060104KOH uua+IrambyTon s e T e
TabneTkn Hzo +
Honcr; HHAIWATIHPES | 4 oo i 750Nt | Crmmekc Papua
7 | Kombury6 - OOKPhITHIE nHavuat+Pudamnn 225 urH400NT et Jlta 1
ofenoukoit wi+3rambyTon ’ “ AR AR
Jlomedmokcanus
e
Tfigeret, [Ipotuoramua+Ile | 200mr+188mrt | Comnekc dapma
§ | Komburyd Heo - TIOKPBITEIE
pasuHaMua+OtamlG | 400mr+360mr Iet.JIta, Unaus
obonouxoi
yTOn
Cumnexc Gapua
9 | Tuzanua Tyvaannanr TaGnerku Twianuzpn 2Mr,4ur,6mr
[sr.JItn, Unnns
Ketoposiak Tabnorkn, Ketoponax Cunnexc Gapma
10 | KeToxam [TOKPBITHE 10mr I ’ Tz W
oBonoukoit Lo
Tabnerxn, c ®
11 | Humomux HuMoannrH TIOKPHITEIC Humomunux 30mr Ne 30 I]::l;:r KcMapma
000nouKoR e

[TpencraBurens

«Cumnekc ®apma [1er.JITH. »




Appendix Ne 1

to the Agreement Dtd. «15» May 2015

Ne Trade Name of the International Non- Dosage Form Composition Dosage Manufacturer
Drug proprietary Name
; y . . 5 ; Simpex Pharma
1 Proth & P di
rothionamid rothionamide Film coated Tablets Prothionamide 250mg Pyt Lid. India
; = 3 Z 250mg,500mg, | Simpex Pharma
R fl 2
2 emedia Levoflexacin Film coated Tablets Levofloxacin 750me PvtLtd. India
; : R ; . B, Simpex Pharma
8 ticyl
3 impas Aminosaticylic acid Film coated Tablets Aminosalicylic acid | 1g PytLtd, India
4 | Tizidon Terizidone Capsules Terizidone ;ggr:;gﬁ oeng ﬁ;ﬁgf;;’;{;m
Izoniazide+Pyrazin Simpex Pharma
5 | Combitub : il coatod Tablibls: | amide*Ritampicind | JUMETA0BIEY | iy Soia
120mg+225mg
Ethambutol
Tzoniazide+Pyrazin Simpex Pharma
6 | Combitub ] Hilipoonled Tabidts: | ‘antide+ Rifampioms | 2 Br100mER |y e Yrdia
150mg+275mg
Ethambutol
1zoniazidetPyrazin | 150mg+750mg | Simpex Pharma
7 | Combitub - Film coated Tablets amide+Rifampicind | +225mg+400m | PvtLid. India
Ethambutol g
Lomefloxacint+Prot | 200mg+188mg | Simpex Pharma
8 | Combitub Neo - Film coated Tablets hionamidetPyrazin | +400mg+360m | Pvt.Ltd. India
amide+Ethambutol | g
9 | Tizanil Tizanidine Tablets Tizanidine Swigihagng, | SHpecThiin,
g Pvi.Ltd.,India
10 | Ketocam Ketorolac Film coated Tablets Ketorolac 10m; Slinpea ilaron
g PviLtd, India
11 | Nimopin Nimodipine Film coated Tablets | Nimodipine 30m Simpex Pharma
p p P Mg PyL.Ltd. India




