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YBajaeMbI¢ rocnoza’

Komnanna AO «I'nakcoCmurKugitn Tpeftmunry (nance — Komnanus) ceunerenscrByer croe
NOYICHHE ¥ ONarofapHT 3a COTPYAHUYECTBO.
Hupopmupyem Bac o ToM, 4To B cooTBercTBHE ¢ DefepaibHBIM 3aKOHOM OT 29 Hos10pn 2018
r. Ne 449-03 «O Brecenun n3MeHeHHi B OTAEMLHEIE 3AKOHOAATENbHbE aKTh! Poccuiickoii
(Pefepauny 10 BONPOCY BBOAA B IPaMAAHCKUI 06GOPOT NEKAPCTBEHHBIX penaparoB JUIL
MEAHLHMHCKOro NpAMeHenu» (fanee — 3akod 449-03) nepes BBOXOM CCPHH JEKAPCTBEHHOTO
[Ipenapara B rpakUaHCKHif 060pOT HMITOPTED BHOCHT COOTBETCTBYIONIYIO HH(opMaumio B AUC
Pocsppassansopa. Ily6nukauus muopmauun B anextpogHoM cepsuce «CBEJIEHUS O
JIEKAPCTBEHHBIX CPEJICTBAX, ITOCTYIIUBIUUX B I'PAXCIAHCKHI OBOPOT B
POCCHICKON  ®EOEPALIMA» Ha opuuuaneHoM  cafite  Pocsmpasnaazopa
(https://www.roszdravnadzor.ny/services/turnover) ABJIAETCA €IHHCTBCHHBIM
NOATBEPICACHHEM (JAaKTa HAXOXKUCHHS CEPHH JIEKADCTBEHHOrO MPENApATAa B IPacA3HCKOM
obopore B cooTeeTcTBHH ¢ TpeGoBanusMu Poccuiickoii ®eneparmu. Cepus nexapcTREHHOro
npenapara, HEGOPMALEA O BBOAE B rpaxaanckoli o6opor koTopoit orcyrerByer B AUC P3H,
HE MIOJUIEKHT K IPRXAAHCKOMY 0OpameHUIO.
C sBerynnennem B cury 3akoma 449-03 ¢ 29.11.2019 roma ormenena npoLlexypa
CepTH(UKALMK H JEXNAPHPOBAHNS COOTBETCTBHA kauectsa JIII M, Kak crencTBMe, BLImawa
CeprudukaroB coorsercTsus u [Jexnapauuii o coorBercteuu wa JIII, BbIIIYCKaeMbl¢ B
rpaxxaanckuit obopor ¢ 29.11.2019 rona.
B coorserctiu ¢ 3akoHoM 449-D3 1 OPHHSTHIM B LE/sIX €r0 HCIIOJHERHS MOCTAHOBICHHEM
IIpasutenscrsa Poccuiickoit Menepanuu ot 26 Hoabpa 2019 rona Ne 1510 «O nopsake BBoAA
B rpaxiaHckuii o00pOT JNEKAPCTBEHHBIX NPCHApaTOB A MCAHLUMHCKOro IPHMEHCHHS»,
TpeQGoBaHHE K NPCIOCTABNICHHIO AOKYMEHTALIMH TAKOi, Kak:
¢ CCpPTM(MKAT TNPOH3BOIHTCNH  JIGKAPCTBEHHOIO  CPEACTBA,  YHOCTOBEPSIOULHML

COOTBCTCTBHE BBO3HMOI'0 JIEKADCTBEHHOIO nperapara TpeGosanuaM (apmakoneiinoit

CTaTbil, & B CIy4ae OTCYTCTBHA (JapMaKoICHHOH CTaTbH TpeGOBAHHAM HOPMATHBHOM

JIOKYMEHTALHH;

® IOATBCPHCHCHHE MNPCACTABHTENS HMIIOPTEPa, YIONHOMOYEHHOIO HHOCTPAHHBIM
NPOH3BOAHTENCM JICKAPCTBCHHBIX CPEACTB, COOTBETCTBHA BBO3MMOIO JIEKAPCTBEHHOTO
npenaparta TpeGoBaHUAM, YCTAHOBACHHEIM [IPH IO rOCY/AapCTBEHHOI PETHCTPANHM;

NPHMEHHMO K OTYETHOCTH NEPe/ HaA30PHbIM OPTAHOM M BhIONHsAeTCs KoMnanueii npu Beoze
B FPRKAIHCKHIT 060pOT AEKAPCTBEHHBIX NPCNIAPATOR [IOCPENCTBOM BHECEHH cBeenuit B AUIC




Pocsppasramzopa mist KKmoif cepHH HAM KaKON IapTdH ACKAPCTBEHHOTO IIpenapata, |

nocraenaeMuix KomMnanueii.

ITy6nuxawms nnopmauun o daxre Beoja B PPOKAAHCKHI 060pOT KOHKPEeTHOl cepuu B AUC
P3H sBnsercs eauncrennbim MOATBEPHAICHNCM aKTA BBOAA B IpaskaaHcKuii ofopor
CEpHH B COOTBCTCTHHM C TPeGOBAHMAMH 32KOHOMATENLCTBA Poccuiickoit Gepepauun. Cepus
JIEKApCTBCHHOTO peNapata, HMHQOPMALMA O BBONE B IPAKAAHCKOI obopoT KoTOpOif
orcyrcrByer B AMC P3H, ue nognexnt rpazxaanckomy odpaiennio.

HacroauiM yeenomnsem Bac o Towm, uro Bee JICKapCTBEHHAIC NIPCNapatsl, OTrpy:xacMelc Bam
KoMnamueit, Bemmyckaiotcs B rpamanciumit 000pOT B COOTBCTCTBHH ¢ TpeGOBAHUAM
NPUMCHHMOrO  3aKoHodaTeneeTBa  Pocchiickoii  (emepanuu B cepe  obpamenus
JIEKAPCTBEHHBIX CPCJICTB, BKIOYAA YKA3AHHBIC BhILLIC.

B cootseretsun ¢ ITamaTkoif o npuemke TeKapeTBenHpIx IIPETIAPATOB B CBA3Y C BCTYIJICHHEM
B Acicreue ¢ 29 HoxGpa 2019 roxa Homoro NOpAliKd BBOJA JICKADCTBCHHBIX MPENapaToB B
TpaKAaHCKHH  06OpPOT  MOCTABKA  JICKAPCTBEHHBIX NPenaparos (32  HCKIIOYCHHCM

HMM}’HOGH OJOTHYCCKEHX JIEKAPCTBCHHLIX npenapaToB: BAKILINHIH, CBEIBOPOTOK,
H MM}"HOFJ]OG)!J’IHHOB, TOKCHHOB H AHTHTOKCHI OB) MOKET COMNpPOBOXIATEHCS CHACAYIOLUHMH
JOKYMCHTaAMMH:

— nacnoproM  (CepTH(HKATOM) MOPOMIBOAHTENS O COOTBCTCTBHK cepur  (naprum)
JICKapCTBEHHOrO IpenapaTa TpeGoBanHAM HOPMATHBHOI JOKYMEHTALMH;

~ NOATHEPIKACHHEM YNOJIHOMOYCHIIONO JIHIA NPOH3BOANTENA JIEKAPCTBEHHBIX cpencts (mns
UpEnaparoB, MPOM3BENCHHBIX HA OTCYECTBCHHEIX MPOM3BONCTECHHEIX IVIOIAAKAX) HIIH
OTBETCTBEHHOI'O JIHLA OPraHH3alMK, OCYINECTBIAIONICH BBO3 JICKAPCTBEHHOTO Ipenapara B
Poccuiickylo  Mcpepamuio u  ymonsoMouenuoii HHOCTPAaHHLIM  NIPOM3BOZHTENICM
JICKAPCTBEHHDIX CPEICTB, COOTBETCTBUS BBO3HMOTO JIEKAPCTREHHOTO Mpenapara TpeboBanuam,
YCTALIOBICHHBIM NPH €r0 rOCYAapPCTBEHHOM perncTpanuy;

Ilpu oToM, neifcTBYIOWIMM 32KOHOAATENLCTBOM He npeaycMaTpuBacTen  0613aHHOCTL
npenoctasneHus nacnopra (cepTU(huxara) NPON3BOAHUTENS O COOTBETCTBUH cepun {napTuu)
JICKApCTBEHHOTO Mpenapara TpefOBanuAM HOPMATHBHOM JOKYMCHTALMH,

Ha ocrosanun Beiensnoxennoro, Komnans uH(opmMupyer Bac o Tom, uTo:

* OIrpyskH nekapcTBCHHBIX MPENapaToB, BhIIYLICHHBIX B rpaxpaickuif obopor go
29.11.2019 rona, conposoxpnatorcs Jexnapatueii 0 cOOTBETCTBUM MK Cepruduxarom
COOTBETCTBHA, BHIARHHLIM 1a KOHKPETHYIO CCPUIO JICKaPCIBEHHOTO NIPETIapaTa;

* Omrpyskit nexapcTBCHNLIX MPENapaToB, BALIIYIIEHHEIX b rpaxcpanckuii obopot ¢
29.11.2019 roma, ocymecrsistiores 663 CONPOBOIKACHHS nacrnoprom (cepruchurarom)

[IPOH3BOAMTEIL.
Hacrosmee nHCEMO IPOCHM NOHECTH A0 CBeIEHHA Banmum TAPTHEPAM M KITHEHTaM.
Komnauusa paccuntbizaer ua gansHeiiliee B3aHMOBBIIOLHOC 1 YCIEIHOE COTPYAHHUYECTRO.
C VBaxemien,

A. E. ITapurn
Hupextop no AcTpHOYIHOHHOMY H TCHACPHOMY Kananam




AO «'naxcoCmutKiniis Tpeiiguar»



PEAEPAALHAA CAAVKEA TIO HAASORY
B COEPE 3APABOONPAHEHMA

«CBefeHunA o0 BBOAE B rpaxgaHckmnm odbopoT B Poccnmnckon depepaymm
JleKapCTBEHHbIX CPeACcTB MO COCTOAHMIO Ha 25.11.2022 10:28»

IlaTta BHeceHHS B IIpousBoauTens Caeenust 0 HopmarnsHas Opranuzanusi, Homep Homep, nara
AHC Toprosoe HanmMeHOBaHHE (BBINTy CKAIOIHH Crpana CTaHsIX BBINYCTHBINAS B CepHH, pa3pereHHst
Poc3znpaBHansopa KOHTPOJIb) NPOH3BOJCTBA FIOKyMEHTAIHH rpakAaHCKHH 000poT napTHH na HJIIIT
Ceperna® MyseTaguci; IT NO11630/01-050218; Ham.
TopooK ”“",“;‘(F)a“””"“ . B nakco Bonmkom | Nel k ITNO11630/01-050218; | AO
12.09.2022 ,\n,[isrlipzosBoal:;l:;l osa 1wt Hm:)xco OJLIKOM Opanuust | IIpopakinen, Hsm. Ne2 x 1 "I'nakcoCmutKnsitn 7YTE -
A - PoAaKIeH Dpanuys NO11630/01-050218; am. Ne3 | Tpeitzunr”

HHTISITOPBI CO CTPUTIAMH
(1), mauku KapTOHHbIE/ ~

k [TNO11630/01-050218
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