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0 COTPYIAHHHYCCTBE C

MmnnanTar nuis BHYTPUKOXKHOM uHbeKuuu cepuu Hafiller

Hangzhou Gallop Biological Products Co., Ltd., Kurai,

B-2, No.8, Xiyuan Road, Xihu Zone, 310030, Hangzhou, Zhejiang,
China

tenedon: +086-571-89987901,

Gbakc: +086-571-88883312,

e-mail: biz@hairont.com

000 «3Om JIxu Menukam», Poccuiickas Oenepanus,

115682, r. Mocksa, yi. lllununosekas, 1. 64, kopi. 1, obuc 147,
tenedon/daxc (495) 778084-20,

e-mail info@mgmedical.ru

3amanue @enepanpHOM  ciyxObl 1m0 Ham30py B chepe
3ApaBOOXpaHEeHUsT u coumanbHoro passutust Ne 04-13967/12 or
21.08.2012 r. na nposenenue sxcneptussl MMH

Omenka kagecTBa, 3D(DEKTUBHOCTH, OE30MACHOCTH MEIUITMHCKOTO
M3NCNHS W BO3MOXHOCTH €ro IIPUMEHEHHS B MEAUIIHHCKOH
[IpaKTHKe Ha Tepputopun Poccuiickon denepaunu
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1. OBILIME NAHHBIE

1.1.  HaumeHOBaHME MEAMLMHCKOrO H3fenus: «MIMINTAHTAT [ BHYTPUKOXKHOM MHBEKIUH CEPUM
Hafillery.

1.2. Hasnauenwe MEIUIMHCKOTO H3MENHS: UMIUIAHTAT IS BHYTPUKOXXHOM HHBEKIIAM cepum
Hafiller npumeHseTcs UL yIy4IIeHHsT CTPYKTYPHI M 3JJaCTHYHOCTH KOXKH, KOPPEKIIMU CKIIAN0K U

MOPILUH, JUIT KOHTYPHOH! IIACTHUKH JIMIA, YBEIUYeHHs 00beMa TKaHEeM U BOCCTAHOBIECHUS OaaHca

BJIard KOXKH.

1.3.  OOnacTe MpUMEHEHUS: ITACTHYECKast XUPYPIHs, JIEPMATOTIOTHSL.

2. COCTAB MEJMIIMHCKOI'O U3EJIVSA (ITPUHAJUIEXXHOCTU, KOMITJIEKTYIOIIHE)

2:1 KoMmmrexranust:

- lImpun ¢ umnnanTarom Hafiller o6semom 1 M, 1.5 mit, 2 Mot

- ITonuaTHIIeHOBAS yIIaKOBKA.

- udopmMarus 1o ucronsL30BaHHMIO.

- Kapronnas xopo6ka.

2.2 Bl minummnanTara Juis BHYTPUKOXKHOM HEbeKuuu cepur Hafiller comepixurcs:

e ['mamypoHat HaTpus - 24 Mr,

o ®ochar (pocharuei huzmonorndeckuii 6ypepHsIii pacTBOp) - 976 Mr
Cocras 6ydepa:

e XJlopuja HaTpuUs - 9 Mr/mir,

e Jluruppodocdar matpus - 0.045 mr/mi

e Harpus runpodocdar monexarumpar - 0.555 mr/min

e Bopna mig uabekuii - 964.4 mr/mi

3. JJOKYMEHTBIL, ITPENCTABJIEHHBIE JIJIS 3KCITEPTU3EL

31 3ananne QenepanbHoi CTyXObl 0 HAA30py B cdepe 3ApaBOOXPAaHEHHS U COLUATBHOrO
pazBuThsg Ne 04-13967/12 ot 21.08.2012 r. Ha npoBenenue skcnepruzst UMH

32 3asererue OOO «I'nmoGanKoHcanTHHT» 0 HPOBEIEHUH IKCHEPTU3HI JOKYMEHTOB No 278/08
ot 09.08.2012 r.

3.3 HopmaTuBHbIi 10KymMeHT Ha «VIMILIaHTaT IS BHYTPHKOXKHOM mHBeKmuM cepun Hafillers

(xomus).

3.4  Copaska 00 H3/IeMH MEIUIIMHCKOIO HA3HAYEHHS (KOTIHS).
JKCHEPTHOE RKNIQHEW"E
®IEY «QHLUTHO #u.
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3.5 PyKxoBOACTBO 110 AKCIITyaTaI[iH (KOIIHH).

3.6  AKTHI IDHEMOYHBIX TEXHUYECKHX ucnbitanmit No 12.502 IITH/2012 - Ne 12.507 IITU/2012
or 16.04.2012 r. I ®I'Y «HUU ©XM» ®MBA Poccun (komuu).

3.7  3akimro4eHHs U IPOTOKOJEI TOKCHKOJOTHYECKUX UCTbITanuit Ne 2547.012 - Ne 2552012 ot
29.03.2012 r. WJIII ®I'Y «<HUHU ®XM» ®MBA Poccuu (komuwn).

3.8 Tlporoxon meaunuHcKux ucnbitanuit Ne 43 ot 14.06.2012 r. IKB PAH (xomus).

3.9  Ilporoxon memuruHCKUX Henbiranuii Ne M-13/2012-K ot 15.06.2012 r. ®T'BY «LIHUUC u
YIX MunszapasconpasButus Poccun» (Komus).

3.10 JloBepeHHOCTH Ha COIPOBOXKIEHHE BCEX pabOT MO PErMCTPANMK MEIUIMHCKUX H34EIHil OT
xomnaruy Hangzhou Gallop Biological Products Co., Ltd., Kurait zra OO0 «3M J[xu Menuxam»
or 01.03.2012 r. (xomus)

3.11 JloBepeHHOCTH Ha COIPOBOXKIEHHE BCEX PabOT MO PErMCTPALMM MEIULIMHCKHX H3IETUl OT
xomnanud Hangzhou Gallop Biological Products Co., Ltd., Kurait Hza OO0 «2Om Jixu Memukam
ot 10.04.2012 r. (xomus).

3.12  JloBepeHHOCTH Ha CONPOBOMKIECHHE paboT II0 SKCIEPTH3E MOKYMEHTOB oT Kommanua 000
«Om [lxn Memuxam» Ha OO0 «['moGanKoncantuur» Ne 2 ot 01.08.2012 r. (xomus).

3.13  CBuIETenbCTBO O perucTpalny Iopuamdeckoro smna Hangzhou Gallop Biological Products
Co., Ltd., Kutait ot 13.07.1995 r., Berannoe AnMunuctpamuei Ilpomenmnersocts 1 Toprosimu
XaHwKoy (KOIHS).

3.14  Ceprudpuxar EC Ne 57852-2009-CE-RGC-NA u3m. 1.0 ot 23.12.2010 r., 0 COOTBETCTBUH
NpoIayKIiMu mpousBoacTBa komnaHuud Hangzhou Gallop Biological Products Co., Ltd., Kuraii
TpeboBanuaM upexrusel 93/42/EEC (komus).

3.15  [exnapanus coorsercTBus oT 18.06.2011 r. MemumuHCKUX wu3nenuil TpeGOBAHUIM
Hupextusel 93/42/EEC, Beimannas xommanmedt Hangzhou Gallop Biological Products Co., Ltd.,
Kuraii (komus).

3.16 Ceprudukar Cucrempr Kontpons Kauecrsa Ne 04711Q10067R3M or 04.03.2011 r., o
COOTBETCTBHU CHCTEMBI KOHTpOJIA KauecTBa komnanuu Hangzhou Gallop Biological Products Co.,
Ltd., Kuraii TpeboBanusam crappapra ISO 9001:2008 (xomws).

3.17 Ceprupukar Cucremsr Kontponss KauectBa g MeauuMHCKHX u3memmii  No
04711Q10000064 ot 04.03.2011 r., 0 COOTBETCTBHH CHCTEMBI KOHTDOJSI KadeCTBA KOMIIAHWH
Hangzhou Gallop Biological Products Co., Ltd., Kurait TpeGoBanusm cranmnapra ISO 13485:2003
(xomus).

3.18 Ilpuka3 Ne 1 ot 02.06.2011 r. 0 BeTymIeHNH B AOJDKHOCTH ['eHepansHOTO mupexkropa OO0

«IM Jlxu Menukamy (KOrmus).

CREPTHAE
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3.19 CpuueTenbCTBO O TOCYAApCTBEHHOH perucrpanuu ropuaudeckoro juna 000 «Om Jxu
Mepmukam»ot 16.06.2011 r. (konus).
3.20 CBuleTenbCTBO O NOCTAHOBKE HA YYET B HAJIOTOBOM opraHe opuauyeckoro juia Q00 «Om

Jixu Memukamot 16.06.2011 r. (xomus).

3.21 Brmucka u3 EIMHOro rocynapcTBeHHOTO peecTpa ropuamdeckux jmn Ne 13532A/2012
25.06.2012 r., conepikaas ceeferus 06 OO0 «Om [k Meaukan» (Komus).
3.22  Vcras 000 «Om Txu Memukam»yot 02.06.2011 r. (komus).

4. PE3VJIbTATHI AHAJIM3A [MTPEJICTABJIEHHBIX COITPOBOJUTEJIBHBIX
JOKYMEHTOB

B pesynbrare aHanu3a mpeCcTaBIeHHBIX JOKYMEHTOB OBUIO yCTaHOBIECHO:

4.1  WmmutantaT UL BHYTPUKOXKHOM HHBeKImM cepun Hafiller Bemyckatorcs B nsTH
UCIIONTHEHHUSX Pa3IMUYaroIuXcs 06beMOM UMILIAHTATa B PA3MEPOM YaCTHUI] Telsl.

42  HWmrutaHTaT UiA BHYTPUKOKHON nHbekiuu cepun Hafiller, BappaHThl HCTIONMHEHHS:

e Hafiller Fine Lines 1 Mi u 2 M

e Hafiller Derm 1 M u 2 Mmn

e Hafiller Derm Deep 1 mut 1 2 mut

e Hafiller Derm Plus 1.5 mn

e Hafiller Sub Skin 2 mu

Tabmuna cpaBHUTENBHEIX XapaKTEPUCTHK MCIIOIHEHHH.

Hafiller Fine Hafiller Hafiller Hafiller Hafiller Sub
Lines Derm Derm Deep | Derm Plus Skin
O0BeM 1 M, 2 Ma 1 M, 2 M 1 »ur, 2 Mt 1.5 Ma 2 M
UMILIaHTaTa
Hafiller B
IIIIPHLIE
[Ipumenenue Tonkue muuuu | HernmyOGokue | Cpemume u | [imybokue | @opmupoBanue
H MOPINUHBL, | MOPUIMHEI, raybokue | MOpIIMHBEL, | oOBeMa JIHua,
«T'YCHHEIE nres, J100, MOPIIUHEI, ((popMHpPOBaHH LIEK,
JIATKH, KOHTYp ry0. | yBenudeHue | ¢ obwvema nonboposKa,
KHCETHBIE obbeMa ry0. pecraBpanus
HOCa
Konuentparus 24 mr/mn 24 Mr/™Mi 24 Mr/Mi 24 mr/mi 24 Mr/mn
cTabunmu3upo-
BaHHOT'O
rHaypoHaTa
['ybuna Bepxuue Cpennue Cpenuue u | I'myGokue T'unomepma
HHBEKIHI CJIOM JI€PMbI | CJIOM JepMBl | TiIyOoKHe | CIOH JEPMBI
CIIOH AEPMBI

i r :':cp:}{ Lil. : Eu} .
(BAE&I:SB_H, [iymaKoBA»
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[Tpomomxu- 7-8 mecsitieB | 8-10 MecsueB 10-12 12-14 12-16 Mecs1eB
TEJIHLHOCTH MECSIIEB MECSIIEB

s dexTa

Pasmep gacTuiy 0,1-0,15mm | 0,15-0,28 0,28 - 0,5 0,5-1,25 1,25 -2 MM
rest MM MM MM

4.3 Haspanme w  obiacTb NPUMEHEHHS  MENWIMHCKOIO  HM3JIENHS  COOTBETCTBYIOT
(OYHKIIMOHAIBPHOMY Ha3HAYCHHMIO.

44  HopmaruBHas M  JKCIUIyaTalHOHHAs  MOKYMEHTAlds  MEAMIMHCKOTO  H3JCids
COOTBETCTBYIOT TpeOOBaHMAM AJIMHHHCTPAaTHBHOTO periamMeHTa @enepasbHON CIIyxKObI II0
Ha/30py B cdepe 3ApaBOOXpaHEHHs H COIHATBHOTO PA3BHTHS IO HCIONHEHHUIO TOCYIapCTBEHHOMN
(yHKME 1O perucTpanMHM M3NENMil MEAMIHHCKOrO HA3HAYEHHs, YTBEpXKAeHHOTo IIpHKasom
MHuHHCTEPCTBA 3ApaBOOXPAaHEHHs M COLHAIBHOrO pasBUTHS Poccuiickoit ®@eneparuu No 735 ot
30.10.2006 r.

4.5  IIpoTOKOJBI TEXHHYECKHX HCIBITAHUH CONEpKAT HMHPOPMAIMIO O COOTBETCTBUH
TEXHUYECKUX XaPAKTCPUCTHK MEIUIMHCKUX wm3nenui TpeboBanusm ['OCToB u HOpMaTHBHOH
HoxyMeHtauuu. VcnbITaHus HPOBOAMINCE B AKKPEJWTOBAHHBIX B YCTAHOBIEHHOM IODSIKE
HCTIBITATENIbHBIX JTabopaTopusax (LeHTpax). VcmeITaHHble O0pasiel TEXHHYECKUE HCIBITAHUS
BEIJIEPIKAITH.

4.6 B mpoToKONTaX TOKCHKOJOTMYECKHX HCCIEJOBaHWH (3aKMIOYEHHS M  IPOTOKOIEI
TOKCHUKOJIOTHYECKUX MCnbITaHui Ne 2547.012 - Ne 2552012 ot 29.03.2012 r UJIL] ®I'Y «HUU
OXM» ®OMBA Poccun) — yKa3aHO, UTO HCIBITaHHbIE OOpa3lbl OTBEYAIOT TPeOOBAHKSIM,
OPEABSBISICMBIM K H3JENUAM MEJUIUHCKOIO HAa3HAYCHHS, HMEIOINMMH KOHTAaKT C TKAHAMH
OpraHu3Ma: B yCIIOBHAX SKCIIEPUMEHTa MaTepHalbl H3AENHIi MPOSBUIU JOCTATOYHYIO XUMHIECKYIO
CTaOMIIBHOCTD, BBITSDKKHM M3 HUX HE OKa3aJld HeONArOmpHSTHOTO BO3NEHCTBHS HA OHOJOTHYECKHE
OOBEKTHL

4.7  Knunudeckue (MEIUIMHCKHE) HCIBITAHMS HU3AC/MH II0KA3AIM Ka4eCTBO, 3QDEKTHBHOCTD U
0e30MacHOCTs MENMIMHCKOTO U3JENUs, U €ro NPAKTHYECKYIO HEePCHEKTHBHOCTb., MeIHIMHCKOE
U3JIeNue PEKOMEHI0BAHO K IIPHMEHCHHUIO B MEUIIMHCKOM IIPAKTHKE.

4.8  Ilporokonbl ucnbiTanu#t OQOPMIEHBI B MOTHOM O0BEME M COAEPXKAT JOCTATOYHYIO
MHDOPMAIUIO MO KavyeCTBY, d(PPEKTUBHOCTH W GE30IACHOCTH PETHCTPUPYEMOr0 MEIHIIMHCKOTO
H3JIENHSL.

4.9  IlposeneHne MONOIHUTEILHBIX HCIBITAHMI HEe TPeOyeTCs.

4.10  BelsaBieHHBIE 3aMEYaHHUs YCTPAHEHB! 3aBUTENIEM B IPOLIECCE MIPOBEICHHUS IKCIEPTH3EL.

4.11  Kop no Obuepoccuiickomy knaccubukaropy npoaykuuu OK 005-93: 93 9818.

JKCREPTHUE { !
OIEY «@HUTHO ww,
Ak, B.H. HIvmakodas
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4.12 B 3aBHCHMOCTH OT CTENI€HH IOTEHIUAIBHOTO pUcKa mpuMeHenus (B coorsercTur ¢ 'OCT

P 51609-2000) «MmnyianTar Ui BHYTPUKOXKHO# nHBeKmH cepu Hafiller» otHocaTCs K Kiacey 3.

5. BAKJIIOYEHME O BO3MOXHOCTH (HEBO3MOXHOCTH) PETUCTPALIUMN
MEJIMLIMHCKOI'O U3IEJUS B POCCUNCKOU OEIEPALIUA

«ViMranTar Jis BHYTPHKOXHOH wHBeknuM cepuu Hafiller», mpomssonctsa Hangzhou
Gallop Biological Products Co., Ltd., Kutait pexoMeHIyIOTCS IS pETHCTPALMU U TIPAMEHEHAS B

CHCTEME 3APAaBOOXPAaHCHHA Poccuiickoit (Dez[epamm B KaQYE€CTBEC MEOHIITHHCKOTO H3OCIIH.

3aBenyromui oTaeoM OHOMEIUITHHCKOM
UH(GOPMATHKH U HHXKEHEPUH,

pyxoBojurens Menesiratensroro Lentpa u Oprana mo
cepTH(HKAIMY METUIUHCKUAX U3MIeNuit

OI'BY «®HITUO um. ax. B.W. [llymakora»
Mumn3snpasconpassutus Poccuu, T D
K.Q-M.H. et 3auko B.M.

Crapmmii Hay4HbI# COTPYIHUK
OI'BY «®PHI[THUO nm. ak. B.H. Illymaxosa»

Munsnpagconpassutus Poccun, K7 ’

K.M.H. Y] e ide (E‘z}‘.“-r?i‘_é_‘ Tpyxmanos C.b.
— =

Benyuuii unxesep

OI'BY «®HIITUO um. ak. B.J. lllymaxkosa» g

Munsapasconpasputus Poccuu 1 Penuna A A.
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AKCREPTHOE 3AKMIOHEHVE
GTEY «@HUTHO #u.
ak, B.H. Dymakosa»



