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CEPTUOUKAT C OOTBETCTBUS
Ha NpoAyKImo, BKAIOYEHHYIO B €AHHBIN OepeveHs NpoAYKIH,
Iossesxkament 06a3aTeAbHON CeprupEKangun
Ne POCC RU.®M11.A01545
Cpok eitcteum ¢ 10,12,201 8 no —
; OPFAHHOCEPm¢’HKAllPﬂd N 0083908

RARU. 11 ®MII OPFAH 110 CEPTHOHKALIHH [TPORYKIHH OBLECTBO ¢ OTrPAHHYEHHOH
OTBETCTBEHHOCTH IO "POPMAT KAYECTBA", adpec opzanusayuu ; | 09428, 2. Mocxea, 1-wj Br3oscxuil npoesd, o, i,
cmp. 1, adpec opzang no cepmudpurayuu: 129626, 2, Mockea, 1-aa Momuyunckas, 9, 25, men, (495) 783-19-08

I% SAABUTEAD
> 000 "HIIO Hemposarey Papu”™,

HHH :7702302492 , Aopec: 142143, Mocxosckas o6, 2, [Modansek, c. TToxpos, ya. Cocnosan, o, J. Jereghon/paxe:
8(495)730- 75-45/730-73-60.

" U3rOTOBUTEAD
¥ Bepuncep Hnzennxaiing Papma Iw6X u Ko, KT, Boehringer Ingelheim Pharma GmbH & Co.xG Birkendorfer Strasse 65

88397 Biberach a.d.R, Germany, I'e prcaus / ynaxosaro OO0 "HITO Memposanc Papv”, HHH 7 702302492, 142143,
Mocxosckas obinacmy, Modamscxudi patow, ¢, IToxpos, ya. Cocuosas, 9, 1, Poccun

koa OK
y IPOAYKLIUA
M, JAexapcmsennoe cpedcmso: Axmmuruse®, auogunusam dns npuzomoanenus pacmeopa dns OK 0342014 (KITEC
s unysus, 50 mz, ghnaxons (1), pacmeopumens 5o M, guaxonsi (1), nauxy Kapmonxwe, 2008) (OKI1112):
PY % ITN014214/01 om 31.07.2008 (3ama sHecenus usmenenuil ¢ PY 16,05.2017) gurdano 21.20.10.130
Bepunzep Huzensxaiin Humeprewnr T'u6X, Fepmanus, koa TH BOA

pra  cepur 081018 (ruogpunusam; 803540, pacmeopumens: 803725), napmus 6208 ynaxoeox, 200en do
. 31.05.2021

ond COOTBETCTBYET TPEBOBAHUSM HOPMATHBHBIX AOKYMEHTOB
L JTNOI4214/01-23041 4 um. Ae J.4

y CEPTHOUKAT BBIAAH HA OCHOBAHUH
npomoxan ucneimanuii Ne 28606 om 06. ) 2.2018 HJ1 000 MY "PAPMOEOPOHA", ammecmam axxpedumayuy POCC
| RU.0001.21 @II40, Cepmugpuram CoOmaememaus cucmenmm MEHEONCMENmMA Kavecmea g Cucmenme dobposansroi
cepmudukayuu CHCTEMA CEPTHOHKALHH PYCCKOIO PEFHCTPA Mo 1 7.1500.026, cpox desicmeus ¢16.10.2017 2. g0

31.10.2020 2, Accoyuayus no cepmuguxayuu "Pyecini Pezucmp®, 190721, », Cauxm-Ilemep6ype, np. Pumckoeo-Kepeaxoaa,
7 0.0 2
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000 «HITO METPOBAKC ®APM»

Poccuiickar Pedepayus,
142143, Mockoscran obnacme, Iodonscxudi patios,

i.ﬁ:,‘;ﬁ'
ﬂ c.llokpos, ya.Cocrosan, 9. 1

mex/chaxc: (495) 926-21-07, E-mail; info@petrovax.ru

Henapramenr

KOHTpoOJIga KagecTBa
Ten.: (495) 926-21-07

IHACITIOPT Ne257

Haumenosarue npenapara: Akrunnze '[:mo{mnmr Adl# BPHrOTOBNCHHA PACTROPA A wBGY3mii 50 Mr &

KOMI/JIEKTe ¢ pacTBopHTEeM 50 M)

Homep cepun kommiexra 081018 Konuuectso komruiexros B cepun 6 208 yn
JlaTta U3rOTOBNEHHS 2405 2018 Fomen 1o (ana komnnexra) 3105 2021
Howmep cepun nuodnunsata 803540 Hlata phimycka nHodummsara 052018
Homep cepuH pactsopurens 803725 Hara BeImyCKa pacTsopuTens 062018
Homep cepun inbulk 805720
AHanus somoanen no HI ITN014214/01-230414 , MameneHnaM k HIINoNe 1,2,3,4
Mo Haamenounauue Hopma no HJ T N014214/01-230414, Pesyabrarst
o/n DoKa3laTeseH Hsmenenusm k HII NeNel, 2, 3, 4 HCNLITARMEE
Jluopwinsar
1. Onucanune JInouninnpoBankas Macca GeNOro uinu CeeTio- JInopunuzuposanuas
KENTOro UBeTa. macea Genoro usera
2, Owxnosenus or cpeaneii Cpennan macca 2469,33Mr4+3,5 % 2439,70 mr
Maces 18/20+10% -32% +2,1%
2120420 %
3. Bpems pacTeopenns He Gonee 2 muuyt 1 MuH
4. Boaa He Gonee 5,0 % 2,6 %
BoccranoBneHHLIR pacysop
5. Onscanne TMpo3paysLift GecuBETHEIA WM CRETRO-KENTHIH ITpospayssiit GecnserHbiit
pacTeop pacTsop
6. NMopnuunoecrs Onextpodopes B NONMAKPUTAMHIAHOM Tene ¢ HATpHA
~ANTEINIEIR noacnuncynsdaroMm
CoBnanchue THcNa i PACOONOKEAHA TONOC
HCMBITYEMOFO U CTRHAAPTHOrO 06pasuos Cooteercryer
H3oonexrpuveckoe dokycHposanme.
Kapruna ucnmtyeMoro o6pasua nomxksa
COOTBETCTBORATEL KAPTHHE CTaHAAPTHOrO 06pasna Coorsercrayer
ATTeIUIa3bl 110 YHCTY, PACMOIOKEHHIO H
HHTEHCHBHOCTH OOC.
-apruHIE BpeMa yaepkHBaHiA OCHOBHOTO MHKa Ha CooTsercTByeT cTanaapry
XpOMATOrpaMMe HCILITYEMOrO PAacTBOpa J0TKHO
COOTBETCTBOBATL BDEMERH YASDKHBAHMA NHKa
8prHHHMHA Ha XPOMATOrpaMMe CTAHAAPTHOIO PACTBODA,
-nonucopGar -80 HonoxwurensHoe. CuHTacTCs NONOKUTENEHBIM, B Coorpercrayer
CIyuae ecil KOHUSHTpauKs nonvcopBata -80
HaXOIHTCA B AHanasone 63-110 Mxr/mna
7. IpospaysocTs pacTsopa Pactsop npenapata aosuxen GuTe NPO3pa4yHbLIM HIH 110 Menee sranous [
CTENneHH MYTHOCTH HE MPEessIINATH ITaN0H |
8. LlseTnocTs pacTopa Pacteop mpenapata aosmken GbiTh GECUBETHRIM MK 1O Menee sTanonz Y,
MHTEBCHBHOCTH OKPACKH HE MPEeBLIIATE 3TanoHa Y,
9. |pH Or 6,8 10 7,8 - N
10. | OcMoasasuoCcTh Or 170 z0 230 mOcmons/xr /7 203 MOcMOAg/RE,
11. | Mexanu4eckne BRAKOYCHHA e R
-BHAHMbIE Braumbie MEXaHWIECKHE BINTIOYCHHS JOIDKHB! Otcxrmkj@gr : “=
OTCYTCTBOBATH POTTD\ L
~HEBHHHMbIE YaeTuimr senanuinoit > 10 mim-se Gonee 6000 no LT3 vacTruy/glx //
naxone B
YacTHL Benu4uHOM >25 MKM-He Gonee 600 Bo 13 wacTHi/da
thaakoue




Nt | Haumeuosanwe Hopma no HA I N014214101—2304l4, PesyavraTes
0/n | nokazaTenedt Himeneunnm x HJ| NeNel, 2,3, 4 HCNBITAHEH
12. | Monomep He menee 92 % 98 v,
13. | OanruouHBIE uenH He mcuee 55 % 80 % £y
14. | Onpeaenenne Tunos I u I Tun I: o1 45 % 00 65 % Thn I: §5 o,
Tun Il or 35 % a0 55 % Tun l: 45 %
15, | CuanoBric KuCIOTBI Or 80 % 1o 120 % oTrockrensHo cTaHagpra 97 %
16. | Anomanemas ToxcHunoeTs Mpenapat nomxen GuTh HETOKCHY HbIM Hetoxenwen
17. | BakTepHanuhubie He Gonee 1,0 EQ/mr Menee 1,0 E3/mr
JHAOTOKCHHES
18. | Crepunuuocrs Ilpenapat gonxew 6wTh CTCPHIBHLIM. Crepunen
19. | Konnuecraennoe onpeaesnienne | Coaepxauue 6enxa or 0,95 no 1,05 mMr/mn 0,98 mr/mn
(Genok)
20. | BHONOTHYECKAR AKTHBHOCTS He menee 40 El/dnaxon 51 El/paakon
He menee 23,2x10° ME/dnakon 29,6x10°ME/thnaxon
PacTeoputess (Boaa nm HHBCKIHR)
21. | Onucanue BecugerHas NpO3pavHas KHAKOCTH Becusertuan npo3payHan
WMHAKOCTH A
22, | MsBnexaemiait 06bem Or 100 % 110 115 % oT Homumansroro 102 %
23. | NporogamMocTs He bonee 5 mkCwm/cw mpw 25+1)°C L8 mxCrv/cm
24. | KucnoTHooTh HAN Ans Hamenenus OKPACKH HCTIWTYEMOIO pacTsopa Himenenne OKPECKH
WETONHOCTD AOMKHO pacxonosateea He Gonee 0,1 ma 0,01 M HHAHKATOPA NpH
PaCTROpa HATPHA FHAPOKCHAA MNH He Gontee 0,15 Mn aobasstennn menee 0,1 .. ./
0,01M pacrsopa xucnoTw XNIOPHCTOROAOPOAHOH 0,01 M pacreopa HATpHA
THAPOKCH AR
15. | BoccranaBsiusaoune Po3zosan okpacka PacTBOpa A0JIXHA COXPAHATHCA Pozosas okpacica
BellecTBA CoOXpanseTcn
26. | Xnopuam He Gonee 0,5 ppm Menee 0,5 ppm
27. Hurpate: He Gonee 0,2 ppm Menee 0,2 ppm
28. | CynpdarThi Pactsop gomxen ocrasateen MpO3payHM PacTBoOp npeapaunwin
29. | AmmHuak He Gonee 0,2 ppm Menee 02 ppm
30. | Kanbun#t w maruui Pactsop nonmxen okpawHsaTser B chani user PacTBop okpawmsaercy &
CHHHA uper
31, | Taxennic MeTannis He Gonee 0,1 ppm Menee 0,1 ppm
32. | Cyxo#i octaTok He Gonee 0,004 % Menee 0,004 %
33. | MexannueckHe Bk0YeHuS
~BHAHMLIe Biamumbie MexanmMeckue BXIIOREHMS JONKHb Orcyrersyer
OTCYTCTBOBATH
~HEBHAHMbIE HacTHUL BenHYHHONA > 10 MIM-He Bonee 6000 so 1435 yacTmu/a
tnakoHe
YHacTRLUM BeSHYHHON 225 Mid-He Gonee 600 Bo S uactuw/¢n
(rakoHe J_
3, | BakTepHansubie He Gonee 0,25 E3/up Medee 0,25 ED/ma
IRAOTOKCHHLI
35, | Crepuasnoerts Pacteopurens aomxen 6bits CTEPHNLHBIM, Crepuaen
36. Ynakosxs | pnaxon w3 Becipernoro crexna THMA I, conepxamni 1 $nakon, cone pokca L H ik
50 Mr auodunusaTa nnx npuroToBaeHKS pacTsopa s S0 mr anopuansara nan
RHQY3HHY, yKynopennwi xnopGyTHnoso# npofkoi, MPHIOTOBNCHHA pacTRopa
3AKATAHHON AMOMHEHEBBIM KO/INAYKOM H 38UIKTHON Ans wadysuii u 1 paaxon
fUiacTMaccoBOH kpuiko# «Flip off 3enenoro usera n € PRCTBOpHTENEM 50 Mn
I uaxon ¢ pacrsopurenem 50 wn i Gecuperroro BMECTE ¢ HHCTPY KItHed# no
cTeKa THNA |, yxynopenms i xnopbyTunoso NPHMEHCHNI0 RIIOXEHB! B
npobkoit, saxaTannol amoMBRHEBRM KONNaqykoM KAPTOHHYW MEYKY.
3ALLHTHON NTACTMACCOBON KpBIWKOT «Flip offy
CHHETO LIBETA BMECTE C HHCTPYKUMEH MO NpHMeHenMi0
BJIOXEHbI B KAPTORHYIO Nauky
37. | Mapkuposka B cootercrann ¢ Hamenennsm Nele 2,4k HII

U,NB%#&-MLQL:B(M 14

3akaouenne: Axrunuze® (nnod;p_ﬁa&r JUTH TIPHTORQBNEHKA PacTBOpa ANs UHGY3HH
pactsopuTenem 50 mn) cepun :?((

Hamenenmam k HII NeNe 1, 2, 3, 4/

3amecTurens pyxoRoauTens kouTHONS KaugoTBA 4. '

Hara sbimaun nacnopra 06.11.2018. '
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Nognuen — 13400210-SWF|-01-P-QC-PO3

Uans: npoesr
Koy aenapcreenHora cpepcrhas

Ha2bauwe AEKDPCTAEHHOM CREACTEA:

13400230-SWFHO1-P-OQC-PO3
SWR-01

Pacraoprrens Ans EKTHAnIE S0mp

0 B

Homep CcEpKK roTOBOMD NPOAYHTA: 803725
r’ Onucanwe Monbaosareas Mosmoe nuar : fara f epevsa
| Noaroroaka CODTERTCTRYIOUWMK JaHHLIX SCHAFITI Hpere Wadgurers { 19-uionm 2018 17:18:30
1 710 BinyCxaemoil cepu
! Mposepka narMoTe 3HaMeHKA B OTaETe FISCHECL MapTura Kubnrep 20-ui0nR-2018 L3:50:05
; CRPTHEMAETE FHAAUED
I Npoeepra paryraexTaumy no RENTSCHL Kaayana $nwep 20-kionn-2018 13:16:02
| ssmnycraenoh cepun
L i
; Boimycik cepuni KRECH Ap. NHro Kpex 20-mans-2018 14:0%:33

Craryr: Yree piaeno, Haneudrano! 23-itons-2018, nanesatano; Upene Wadurens {LabWare BP Produktion)

Coxdaro: 20-ucnn-2015 14:03.35 Cosdawo: Bp. Hrgn Kpex
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Ceprudnrar aHanmsa o T i b
Euprengopée purrpacce 65
D-B8397 Euliepss-ni-Puce
Kop agkapcrBeMHOrD GregcTaa: SWF-01 Muaske npoekra: SWFI-01-P-QC-PO3
Haspanue NeKapCTBRHHOID CReACTES: PaCTBOPHTEADR AN AKTHAMIE 50MA
Creunduraumn nomep: SWF-01-P-Q-503 {v1}]  Homep cephM roTosoro npogywra: 803725
MectHpie TOPragnie HasBaMMA: Axrvane S0 mr

Actllyse 50 mg prasek in vehlkel za mztop'no 22 injicirenje alt Infundiranje

Actilyse 50 mg por és olddszer oldatos Injekciého? vagy infizighoz

Actilyse 50 mg powder und solvent for solution for Injection

Actilyse Pulver und Lasungsmiitel zur Herstallung einer Infektion-adar infusionsidsung

dopma spinyga; Ao KIBT + PACTEO pHTERD AAR WHBEKUMA

i fipumesEnin: .- ]

E | T Wi
1) LT R LY.
aaad - — - - /
~7W¥ o = R
. LTOEHILY £ W22
N \\ & N i
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Cogdomo: 19-wrons-2018 17228:28 Cosdaso: Hpewe Lopumens

Cravyc: YreepsneHo, HaneNarano: 23-wonn-2018, Hanesarano: Wpene Wadutens (LabWare BP Produktion) '*1:‘:\:_ S



@ Boehringer
Ingelheim

Ceprudurar ananuza Dapma FeaBX w Ko, KF
BupraN AGpGepwrpacce E5
D-88387 Bulepox-ua-Prce
ROm ASKBPCTEEHHOIND CPEACTBa: SWFI-01 MugeKc npoeKTa: SWFID1-P-QC-P03
HazeaHue nexagcTRERHOND CpeacTaa; Pacrpopurens o auTHAKIe S0mn
Cneynduxauma Homep: SWFI-01-P-Q-S03 (V1)  Homep cepus roTonoro npoaysra: 803725
Kareropms: N UH_EUH - Gnuﬁuue? ;;m c [~E;prp— S.e 13, g l
CreynduKaurA Homep: 79251 PSI0ALO104 |
flekapcmeenrioe cpedecmao ‘
Howsep Hemwmpnue Karnezopua Kpumepud Pesysumom neyueh
doxymenmea NPURIAS EMOCITIL
018-QA153940 Onucatine OnMcarine M BuewHKE Becupemian npazpavyHas  GecuseTHER CooTs
B MABHOCTD NPOSPIUHAR HHMAKOCTL
018-QA15941 MexaHweeckmue Onicarne 5 BHELHWA 210wk : < 5000 112 Cogrs,
NOMMECH = g ygeTHL/HONTERHED HacTMUbY KaHTR R Hep
HEBWIIMBE YCTHLM
018-QA15841 Mexanweecrne Onucaume u aHewHMA 2 75 mum 1 £ 600 O vacTvy/konTelinep Coare.
NPWMELH ~ BMA NICTHU/HOHTeAKen
HEEMANMLIE NI CTK LY
018-0QA15938 Msanewaemuti oves  OBwne ncnpmanma 100=- 110 % 101 % Coare.
{ana ogHoH B MunHBl)
018-0A15934 AnexTponposopHocTs  DEWHE HembiTasun £ 5 miiem 2 mClem Coore.
018-0A15934 Temnepatypa npm Ofuime uenbmanua >=24"Cn<=26"C 25°C Coora.
2ACKTPON POBOAHMOCT
H
013-QA15930 KRCAQTAQCTE HAN OSupme nenniTanma OTBETCTBYRT CooraeTcrayer Coore,
WiABNHOL TS Tpebosannna E5p,9, TpeboBanmkam Enp. P,
012-0QAIS33E Boctramasameaupie  OSIHE WONMTIHMA He obnapymeHo we 0GHApyXREeHa Coora.
BELLECTEE
018-QA15931 Anasian Ofiyne WenbmaHna 50.2 ppin <0, ppm Coors.
018-0A15933 KaAbuUnA ¥ marnui OEwue uenbiTanms He obmapysaeno He oBHapywese Coorma,
018-QA15932 XAopHas! Obupe Henbiranwn £0,5 ppm <05 ppm Coots.
01B-0A15835 Huarpamsl Qbwe Honsmanna 502 ppm <Q,2 ppm Cooma.
D18-QA15929 CynbhaTe Obuwpe Heneraunn Me o6Hapyweno ve o6Hapymens Coora,
018-QA15839 Cyxoh acratok Of ke uensTanuy <0003 % £.000 % Caom.
018-GB12147 CrepiwnbHocTe Mukpobuonoruuecne CrepHanHu it f18pnnpHuR Coots.
HECNbITA HAN
018-QA16522 BawmepnanbHbie Munpobronomuecine 0,25 ME/mMn <0,05 ME/pn——.
HAOTORCHHY HEMbITaAMUA o B -
Pesynnrar: CootseTcTayer kprrepuam npuemnemoens: COQTRETCTBYET ;/
& \!
A81a npowzeoacTed: 05-Miowa-2018  CpokrogHocm:  30-wionR-2021 : |

\ A
Cpou raQHOCTH NOMNARKTS {AMDHUARIET + PACTRORMTEND GAN MHBEKLH) yHazaH B CopTU§MIaTE mmmchuu“ “

-

Coadame: 19-wona-2018 17:28:29 Casdenn; Heene Woduments

Craryc: Yrsepmpenn, HaneyataHo: 23-wonn-2018, HanevaraHo! Mpene Wadwmens (Labyare BP Produktion)




Mognwcn — 12214168-TRA-02-P-QC-PO5 Ingatheim
Uens: Apoexy 12214168-TPA-02-P-QC-POS
Kog ARKEPCTBSHMOND cpeaaTra; TPA-Q2
HaspaHma nexapereenncro cpeacraa: Axrnanze Auoramsar 50 mr/ draxou
Homep cepun rorosgro npogyima: BO3540
Onncanune Nonvsomare Noaxce ures Aara [ spems
TIoAroTaBsa COUTBRICTEYIOU[IGX 3 K HNEFATI Uredann Hegarn 04-uinna-2018 07:30:50
N0 BRINYCKIEMOA cephu 1
!
1 Npooe s nankotel aHaveHwit b oriére FISCHECL Knayaun Ouuwep | O4-wionn-2018 08:15:57
, cepTMKRATE aNan3a t
| Npoaepxa AvkyMeRTaLH o RENTSCHL Op. Esa 3repr " D6-HinA-2018 14:40:20
! BEINYCHISMCH Cepmm r
1
f Buinyck cepya ' KRECH 8p. Muro Kpex | 09-wioan-2018 00:54:40
| = I

i

LAY

Cordanor US-mnn-2018 (9;54:45 Cozdona: 4p. iwep Hpex

Cramye: Yraepiaeno, saneyataHo: 11-mann-2018, Haneyarano: Wiredarin Hedarn (LabWare BP Produktion)
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rm Bochringer

Ingelheim
Cep‘m ¢KKB'I' RN Sopma MEX u Ko. K[
Bupnenacppepuripacce 65
O-28307 Gubepax-ue-Pucs

HoA ZeKaporBEHHOTO CpeacTaa; TPAQ2 HHAeKE NpoexTa: TPA-D2-P-QC-PCS

HasEaHUE NEHAPCTBANNKATD (PeACTER! AKTHAKIE AnoduanaaT SOMr/dnaxon

CneyndaKanus HoMep: TPA-02-P-Q-504 (V4]  Homep cepuu rorosere npoaywra: BD3540

Hareropun: BEIMYCK_3 Onucanme: Boimyek 3

Creumdurayun Homep:  79815_PS10ALO106

2. Notne paagedenun (podonenue)

Homep Qoxymenma  Hensimonue Raornezopua Hpumepud npuesnemocmy Pesynenon Cneyud.

QA1130 Haoanexrpuvecias NosAMHHOCT CODTRETCTOYET CYaNOZPTY  CoOTeETCTBYer Cooms
okycHpoBRa CTEHAAPTY

QA1R414 Cuanospie kMCAOTH leTeporeHH oL 80- 120 % or cvanpapTa 101 % Coars.

QA2020 Haermindwina uua BENOMDIaTENbHOE NoneeurentHoii NOAGMHTEILHbIR Coors.
apmmNupa SEWELTRO

0A2D31 OnpegesgHie Bonomorarensuce MoncHurTensHeit NOAOHMTEALK bIH Coark.
COMEPIKIHNA DELLIRETEO
noawcopbara 80

CA1190 pH Obuwwe nenbiTanna 6,8-7,8 73 Coors.

Qa2220 OMOAANbHOCT Obuwre Menbrranun 170 - 230 mocmonb/kr 203 MoowDAL/HS Coors.

AAD21-53 CrepuabKocT MumskpoBonoriyeckoe  Her pocra NeT pacTa Coome

MCNNTEH K

QA1050 BakTepuateHpie MnepoGuoaorkueckoe <1 MEfwa < 1 ME/mn Coare.
FHADTORCHMS! HCNBITaNWE

PE3Y/ILTAT: COOTBETCTRYET KPHUTEANAM npues Aemocnd: COOTBETCTRYET

Aata DponasopcTa: 28-0an-2018 Cpoit roguocTy: 31-man-2021

CPOK POAHOLTI KOMIIERTS {AHODIIHIFT + PACTBARMTEA K ANR WILERLMA) YHE38 H B CEETHOUKATE COOTBETCTEHR

MerTHyIE TOProshie HaisaHmue;

AKTHANIL 50 mr

Actilyse 50 mg prasek in vehikel 2a raztopine m injiciranje all Infundiranje
Actlivse SD mg por és old6észer aldatos infekcléhor vagy infiizishoz
Actilyse 50 mg poweder und solvent for solution for infection

Actilyse Pulver und Lisungsmittel zur Herstellung einer Injektion-oder infusionsiSsung
Actflyse lyophtisate for solutlon for infusion 50mg
Actityse® lyophilized powder far solution for Infusion 50 mg

bopma apnycHa:

JHIOPUAMIAT + PACTROPHTEAD A8 KHLEHUMA

| Npumesaria: -~

‘f AL x':": - " -‘.JJ‘/L

CraryC: YTBEDIARHO, HBNENaTaHO: 11-nionn-2018, vaneyaTana: Wredarne Hedaw (LabWare BP Produktion)

Cordono; Od-wam-2018 §7.30.20 Caadewo: timedonu Hedomu

CrpaHuus 3 m_:i

-



Cﬂ D Boehrigger
heim
Ceprudmkar avanusa a,mlr’f’;ﬁ', Ko. kF

hpmmmpm':pa:m BS
D.8R307 SuBepax-waPuse

Koa nexapcraenmore cpegerea: TPA-02 MngaKe npoeKTa: TPA-DZ-P-QC-PO5
Haasanue nexapcrsennora cpegerea: AxTHINIR Akobranar SOMP/dAaxonH

Crneuhdukaumna Homep: TPA-02-P-0-504 {v4) Hamep cepuu roToacro npogyxkra: 803540
Rareropwa: EbINYCK_3 Dnucamme: Boarmyck 3 ‘ \

Creundinnauus Homep: 79815_PS10ALG106

1. Auogpunuzem
Hotatp dokysenma  Heosrmprue Kamezopus Kpumepud Pexynemom Coeyueh.
Npluemaemocmy
QA16195 Onncauxe Oricanue W svewnndl  BGanan wan Gneguo- Geran macca Coora.
Bug WEATEA MaOLa
Qa15197 Pacreopenue Obuke weneranun PacTaopaeTor B TeueHNe 2 Pacrsoprercs 5 Cagre,
MMHYT TeYRHME 2 MMHYT
QA3232 Cogepnanue sonpi Obupe ncrpivanng <=5% 2% Coots..
QA3510 OaHDPOAHOCTS Mactth Ofupie uenerraan Cooraercrayer Esp.d, €OUTBETCTBYET Eap. o, Caara,
QA3510 OAHOpAOHOCT: Macths - Obmue uensmasan 2,431 -
MHHHMAALHD
QA3510 OpOPOAHOCTS MRt =  DBUME HCNhITaHIA 2,45¢
MAKEUMBABHO
2. Nocne pozeedesun
Homep dowymerne  Mensimorue Kemezopua Hpumepult Pesyavmom Cneyud.
ApuemneMacmy
QA3243 Mexanuvecuie OnHeanue u svew 1l Coomsererayer Ei B9, COCTBETCYSyeT Epp. @, Coors.
BN IOMEHMA: g
HEDHIAMMBIR YBETH UL
QA16199 Crangsb ORPALIMBAH nA Onmcarme M pMewmul < 3TAAOHHOID PacTeOpa <ITIAOHKOrO Coora.
BHp Y? pacmsapa Y7
QAL16200 Npoapaunocts 1 Onucanne w svgwaul <= ITANDHHON CYTEHIMM | <aTRAGHNGH Coors.
CTeneMs onINecULHU N B g Cycnemswu |
QA52547 JInanc 1pomta Axmasacm 0,50 =120 EQ/mr 1,04 ERfmr CooTe.
QA52547 flmauc rpomba AKTHEHOCTL 45,0 - B0,0 EQfdnanon SL8EN/ fnancH Coorg,
QA52547 fuzne Tomba AKTHBHOCTS 26,110~ 348 x 10 30,1 x 10" ME/dnanan  Coors,
ME/@unakon
QA1020 CnexTpogoTomerpna a Konnyectse 0,95 - 1,05 mr/mn 0,90 mrima Coors.
vo .
QA1020 Cneivpodaramerpun g Hoxwsecrno 47,5 - 52,5 mr/dnaxos 49,3 st/ Gnaxgn Coom.
Y&
QAL062 Cogepranue manomepa  ‘mcrora =95 % 89% Couors.
i-PA
QAZ010 ‘Onpeaenerme Nucrora €0-100% 78% Cooma.
SAHOUENOYL Hall
MOnexy AL
QA1073 SD5-PAGE Yucrora Coomeercreyer CTEHAapry Cooraercrayer Coora.
(orpawnsanne Crangapry
cepefpom}
Qa1170 Onpeacnerue Fereporennpers 45«65 % 46% Cogre,
coACPWaHMA THRE WAL,
™ | 7
QA1170 Onpenenerue TereporeHHotT. 35-55% 54 % s Cagra,
cogepkannx rung ifll, . L
™ |
% ?_ “ e
Cosdons: (4-wona-2018 07:30:20 Cordono: dlimepany Hedame Vo rpanuua 1 e 2
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CraTyc: ¥rsepmaenn, Hanevarang: 11-wana-2018, vanevatang: livedann Hedramm (LabWare BP Produktion) \.



JKaNBHHO BAMHOE NEKEPCTEEHHOD cpelcTao

018-006796_3-90pmynnp-04 (5.0) N\ Boehringer
l#lW Ingelheim

Eopunrep Whrenuxalin dapma MaBX v Ko. K, Buprenaopdepurrpacce 65, 88307 Gubspax, FepmaHua
Nnyeraus Ka nponsecpcTao Ne: DE_BW_01_MIA_2017_1040 Cepruchuxar Ne DE_BW_01_GMP_2018_0005

Ceprudmkar cooTBeTeTBUS

HaseaHue nexapcTeeHHoro cpeacTes; Axminuae 80 mr KOMB! TV THOR

Homep aprukyna rovasoro npeayxra: 59121605

SKU-Ne, - SKU-sepcua: 121605-002

Homep cepun roToBOMO NPORYKTS: 805720

MecTHoe Toprosoe KeseaHwe: AKTUUSE nuodunnsaT ANK NpuroToeneHus
pacTeopa Ang viuchyand 50 mr

WMunopmpyiowsan crpana; POCCUICKAS OEAEPALIMA

Homep perMcTpauuoHHONG yaoCTOBEPEHHA: M NeD14214/01

AKTUBHBIR WNrpeAUEHT / A03MpasKa: anremnasa’bi mrignakoH

$opma Binycka: -

Pasmep ynakosku: no 1 ¢n.

Brpa nepeudHOir ynakomia: thnaxon {Becyse™08 crewno, T 1)

Homep saxasa: 80177024

KonwdecTao ynakosok: 12480 um.

Aara npowssoacrea: 24.05.2018

Cpox regHocT: 31.05.2021

Homep apTUkyna npoMexyTowHO NpoaykTa (nmod. nopolok): 60838
Homep cepnn npomexyToukoro npoaykta (nuad. nopowok): 8035490

Hewep nporsecacTeeHHol eneumdukagum gn 79815_P330AL0104
NKOANKINPOBEHHON NOPOLUKA:

Houep apTrkyna NpoMexyTOUHCIO NPOAYKTa (PECTAORMTENS): 59433

Homep cepii NpaMEXYTOYHOND NPOAYKTE (PACTBOPHTEND): 803725
Homep nponssoacTBeHHoM cneundMkauvy Ana pacTeopurang: 79815 _P330AL0201
Cneuudurayms: CM. cepTuduaT aHanuaa

AaHHLIA CEPTUPMKET COOTBETCTEHA BINIOYAST YTBEDNGSHNE CepTUANKETE SHANN3a Ha COOTBETCTRYIOLYID CEpHIO

NexkapCTBEHHOID CpEACTRA.

HacTonwym 5 NOATBEKAAI0, HTO BLILLCYKA3ARHAA UHGIOPMALUNA ABNABTEA ACCTOBEPHOR 1 NpasnnbHOA. QaHHan
GEpWR JIEKEPATREHMOTO CPBACTREA MIrOTORNEHA, BRNIKYAA YNAKOBKY U KOKTPONb HAYECTBA, B YKAIAHHOM B MECTE
B MOMHOM COLTBETCTEUM C Tpebosanuamu GMP MecTHOM perynaTopHOro oprasa u cneuyidukalsm,
3EPeMCTPUPOBRHHOA B KMNOPTUPYIOLLEA CTPBHS.

lPpOV3IBOACTBO, YMAKOBKR M KOHTPOME KBYECTEA CBPUM Gbinu NPOBEPEHs! M NPHBHAHN COOTRETCTAYIOW MK
Tpebobanuam GMP. MNobuie oTkneyexuA Belv oUeHEHL! A0 BLINYCKA COPKM.

JaHHaA CEePUR BLIMTYLIBHA YNIONMHOMOUSHHEIM IHLOM.

[Ipapunsuecrsseneran:
a < A XL Ty £ - P
MMevaHWR: [l2HHAR CEprA BRINYLLEHA ANA Nochegyolwsein oGpaboTxu 3 1 C)’{lf}fz*f*‘{t?é& o
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