" AEKNAPALMUSI O COOTBETCTBUM

OEKIMAPAHT, NPUHUMAROLWMKY OEKNTAPALIMIO O COOTBETCTBUA:

AD OPTAT, Mexpaiiornan macnesuns Musuctepcrsa Pocouitckon Denepaumy ne Hanoram v cBopam Ne 1 no
KocTpomckoin oBnactu, OI'PH: 1034417360108 or 04.01.2003, agpec: 157002, Poccus, KocTtpomeras obnacts,
Cycarvncknin panon, ¢ CesepHoe, MKp XapWTOHOBO, TeN: +7(4942)650-805. tharc: +7(4642) 850-840

. B nuue: MexepansHore anpektopa NonoskuHoi Q.U

- Hosepesnoe nuuo: MeHaes W H.

| Hoseperinocts Ne 10 ot 08.01.2018

| SAABNAET, YTO NEKAPCTBEHHOE CPECTBO:

Buketipa Max, Tabnetok kafop, cogepxawmi: Dacabyeup - TadneTtiy, MCKPRITHIE NNEHoMHON 0DONoYKoR, 250 Mr 2 wr.
v OmBuraceup-NapwTanpeBup+PUToHaBNE - TEBNETKN, NOKDLITEIE NASHOUHON obonodkol, 12,5 Mr+75 mr+50 mr, 2
wr., BrwcTepsl (7), Nadkv KapToHHbIe (4], Nayku kapToHHble, per. ya. Ne IM-002965 ot 21.04.2015 (naTa samensl PY
10.05.2018), snigano OC0 "366Bu”, Poccua cepus 1101714, rogen go: 08.01.2021, naprus: 2689 YNaKoBOK.

BbiNyCKaeMoOe U3roToBUTEnem: i Kog OKNA2:
GGGBu Alpnana HIT 5.8., Mpnadaws/AbbVie lreland NL B V., Manorhamilton Road, Sligo, Ireland/ 21.20.10.194
Dypuse Mebopatopus Aupnsug Jumutea, Mpnadavs/Foumnier Laboratories ireland Limited,

Anngrove, Carrigtwohill, Co.Cork, Ireland/ 366Bu WHk., CLUA/AbbVie Inc., 1 N, Waukegan Rd.,

North Chicago, lilinois (iL) 80064, USA/ AD «OPTAT», ViHH 4428000115, 157082, KocTpomckas

ofin., Cycanunckni paitos, c. CesepHoe, Mip. XapuToH0s0, CTpaHa; Poccus

- COOTBETCTBYET TPEBOBAHUAM: |
NMN-002965-210415, uam Net-7

Koo THB34

- OEKNAPALMUA MPUHATA HA OCHOBAHUU
. MpoTokon venomanuid Ne 11822 TN or 13.11.2018, 000 "LieHTp KOHTpONSA KadecTea Buonaid”, atrecTar
akkpeguranuu RARU.21UKO1 ot 22.07 2015, CepTucukar cooteetcTaus Ne POCC RU.©B14.C68903 or 13.11.2018

OATA NPUHATUA OEKMAPALIAM: 13 112018
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CBeOeAnsa o perucrpaumm AeKrnapauuu O COOTBeTCTBUMU
3A0 "TexxavecTso", 108044, r Mocksa, yn. Suuamosckas, 4. 1A, od. 400, Ten.: +7 (495) 676-5254, ¢pake: +7 (485)

676-5417, www lehkachestvo.ry, tehkachestvo@gmall.com, OTPH: 1057746285189, ArrectaT per. Ne POCC
RU.O001.11®B14 Bhinar GegepanuHon cnyXOoM No akkpeauTaLmi

- [ara peructpaumum: 13112018
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CUCTEMA CEPTHOUHRAIIUHK TOCT P
GEIEPATBHOE ATEHTCTBO 110 TEXHHYECKOMY PENVIIMPOBAHMIO H METPOJIOTHH

g CEPTUOUKAT COOTBETCTBUS

Ne pocc RU.©B14.C68903

BT guxa Cpox AeficTBHS € 13.11.2018 1o
W MNIO0EA
Ne 03989510
OPTAH IO CEPTHOUKAILLIMM
per. Ne POCGC RU.0D01. 110814
BAD "TerravecTso”, 109044, riMocxkea, yn. Ouuavosckan, 4. 1A, of. 400
Ten.: +7 (495) 676-5254, gaxc. +7 (495) 676-5417, www . tehkachestvo.ru, tehkachestvo@amail.com
TPOAYKIIMS N -
Nexapcrsesuroe cpeacteo: Busedpa Max, v26netox Habop. cogepxaums: Dacabyswp - TabneTxy, I koa OK
TIOKDLTHe NeHo4HOR oBonouwoi, 250 wr 2 wr. 1 Ouburacsup+lTapuranpesup+Puronasmp -
TabReT, NOKLTHE NNSHOHOR 0BONoNeR, 12,5 mr+ 7S mre50 mr, 2 wr., Grmcreps: (7). nauka
KAPTOHHBIE (4), Nawkk KApTORHbIZ, per. ya. Ne MN-002965 o7 21.04.2015 (nara samers PY 21.20.10.184
10.05.2018), seizano OO0 "I8EBw", Poccus, tepus 1101714, ronen go: 08.01.2021, naprvn: 2689
YRAKGROK,
COOTBETCTBYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOB )
! kea THBOA
IN00ZS65-210415, uam, MNe1-7
HM3TOTOBHTEAB
366Bu Adpreng HIN BB, Mpnanaws/AbbVie reland NL B V., Manorhamilton Road, Sligo, lreland/ @ypine Noboparopus

Aapnann Numeten, Vipnasgua/Fournier Laboratories ireland Limited, Anngrove, Carrigtwohill, Co.Cork, Ireland/ 266Bu Muk.,
ClLA/ABLVIe Inc., 1 N. Waukegan Rd., North Chicage, ilinois {IL) 60084, USA/ AD «OPTAT», VHH 4428000115, 157092,
Rotrpomckan obin., Cycanunckua paicH, c. CapepHoe, Mkp. XapuroHoso

CEPTHMMKAT BhIAAH

AQ OPTAT, Mexpanonras uhcnexius MumucrepcTaa Pocouitcrod Penepaumi no »anoram u chopam Ne 1 no KocTpomokod
cbracru OFPH: 1034417360108 or 04.01.2003, anpec: 157082, Pocous, Koctpomekas obnacts, Cycamnckmi pancH, ¢
Cesepnoe, mrp XapuTonoso, Ten: +7{4942)650-805, dasc: +7{4942) 650-840

HA OCHOBAHHU

Mporokon wensitaqvi Ne 11822 Trior 13.11.2018, 000 "UeHTp KOHTPONIR Ka4acTRa Bronand”,
artecTar akkpenuTaien: RARU 21HKOT or 22.07 2015

AOMOAHMIEABHASA MHOQOPMALINA
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Crpannua 1 uz 4

AO «OPTAT»

OT1aen KOHTPOJIR KaYecTBa

DO1CON-KO-07000-39-06

Jlnuenana wa ocylecTRICHHE IPOHIBOICTEA IEKAPCTEEHHBIX cpeacrs Ne Q0058-JIC or 16.12.2015
157092, Koctpomekas 0., Cycanmucknii paiion, c. Ceseproe, Mxp-n Xaputonoso, Ten.(4942) 650-806

IMacnopr Ne 5 or 08.11.2018
Bukeiipa Ilak Ta6aetox naGop, copepxauuii HacabyBup Tablierku, noKpbiThHIe
nieno4uHol o6onoukoit 250 mr u OmbuTaceup + [Mapuranpesup + PutonaBup Tabneriu,
NOKPLITbIE N/IeH0 Ko 00004K0il 12,5 Mmr + 75 mr + 50Mr (2+2)x28) Ne 112

Ynakosano: AOQ «OPTAT», Poccua

Konuuecrso ynakosok: 2689

Homep cepun: 1101714

Hara ynakosku: 28.10.2018

Hara nponssoncrea: 08.01.2018 T'oaew z0: 08.01.2021
IMpouasenero: I66Bu Aiipasua HJ B.B., Mpaanaxs (lacabynup)/@ypuse JIx6opatopus Adpoua Jdumures,
Hpasuans (Ombutaceup + Hapuranpesnp + Puvonasup)
Cepus npomnssoautens: 1101714

HI JITI-002965-210415, n3m. Ne 1-7

Peructpaunonnoe ynocrosepenue JI-002965 or 21.04.2015 (1ata 3amenst 10.05.2018)

MMoanunnocrs
HK-Dypee criextpockonus

BIXX

Bona
Pacreopenne

floctroponune npuMecH

Murpobuoaornueckan
HHCTOTA

OmuepoaHocTh
AOIHPOBRHUR

HanmeHoBauue
noxazateneH Kadyecrsa no TpeGosausn x xasecrsy no HI Pesysnsvarsr ananusa
HI
JdacaGyBup — TabaeTKH, NOKPBLITHIE MICHOYHOI obosoukoii, 250 mr
Onucanue Osanshpie Tabnerku, nokperteie naeHouoll | OpansHbie tabnerky, NOKpPBITHIE
0B0NOUKOA  CBETAO-KOPHUHEBOr0 LBETA € | IUIEHOYHOI ofonouxodt CBETJIO-
rpasuposkoii «AV2» na oanoil cropone. KOpHYHEBOI'D liB€Ta € T'PaBHPOBKOH

HK-cnektp ucnsiTyemoro obpasua aonxes
HMCTh MAKCHMYMb! NPH BOJHOBBIX “HCnax
1628, 1504, 1154, 975, 820 1 806 cm !
(+4em™)

Bpema yaepmusaHus OCHOBHOrO NMKa Ha
XPOMATOrpaMMe HCHLITYEMOro  pacteopa
ROMARHO COOTBETCTBOBETD BPEMEHH
yaepxkusanug  nuxa  pacalyeupa  Ha
XPOMATOrpaMMe CTaHNApTHONO pacTBOpa
(BEpeMeHa YICPKHBAHHA COOTBETCTBYIOLIMX
IHKOB Ha XpOMATOrpaMmax CTaHAapTHOrC #

| HCIBITYEMOro
| paanuuateca He Bonee uem Ha 2%)

PacTeopoB AOQNKHB]

He 6onee 6,5%
He mence 75% (Q) nacalysupa ot
3AHBACHHOTO KOJHYECTBA NEPEXOIHT B
pactsop 4epes 15 MuUH.

Enuxnunas HewaeHTHGHLMPOBAHHAN
npumecs -~ He 6onee 0,2%;
cymMma npumeceit - ve Gonee 2,0%.

Obuee konutecTso adpobunix Bakrepuii -
ne Gonee 10° KOE s Ir

|OBwee umcno rpubos - we Gonee 10° KOE 8 It

Orcyrersue Ecolis I r

10/10 TaGrerox: AV <L1=150
wnu 30/30 raGnerox: AV L1=15.0
H HH OOHO oTAeNBLHOE COﬂepH{aHHe He
aonxHo ObiTh menee (1-L2x0,01)M u Sonee
(1+L2x=0,01)M, L2=250

«AV2» Ha onHol cTopoHe,
CooTsercteyer craHaapry

Cooteercrsyer crangapry

2,4%
99 %

Orcyrereyer
OrcyreTeyer
Menee 10

Menee‘ 10 _
Oreyrerayer, ) ™,

AV =47
(L1 =350y




Crpannua 2 ma 4

Koanuecresennoe
onpepesienne

07 90,0% no 110,0 % ot 3asenednoro
KonuyecTsa gacaGyBupa

101,3%

12,5 mr+75 mr+50 mr

Omburacenp + Mapuranpesnp + Puronasup — tabaerkn, HOKPLITHIE IICHOYHOH o00104Kei,

Onucanne

Mogaunnocre
Ombumacsup

Hapumanpesup

Pumonasup

Bona
Pacteopenne

Moctoponnne npumecy ()

Toctoponnse npumecu (11)
Muxpobuonornueckan
YHCTOTA

Canopoanocrs
NOIRpOBRENS
Ombumaceup

_TTapumanpesup

fpononrosarsie ABORKOBLINYKIbiE
rabnerku, NOKPbITbIE nACHOMHOM
oBono4Koi po30BOro useTa ¢ FPABHPOBKO
| «AVI» Ha ogHoli cTopoHe.

Bpemena yaepuBaHNA OCHOBHBIX [THKOB Ha
XPOMATOrpaMMe  MCHBITYEMOrO  pacTpopa
AOMKHEL  COOTBETCTBOBATL  BPEMEHAM
YACPKHBAHHA NHKOB omburacempa,
NapWTanpeBu¥pa M pUTOHaBMpa  Ha
XpOMATOrpaMMe  CTaHAAPTHOTO  pacTsopa
(Bpemena yIepHHBAHHA COOTBETCTBYIOLUNX
MHKOB H& XPOMATOrPAMMAX CTAHAAPTHOIO M

HCNBITYEMOTO pacTsopos ROMKHbBI
pasnuuareca He Gonce uem na 2,0 %)

He Bonee 6,5%
He menee 80 % (Q) omBuraceupa,
NAPHTANPEBHPA W  pHTOHABHMpa oT

JAABACHHOIO  KONMHYECTBE [NEPeXOAHT B
pactsop sepes 180 mun.
[poaykTel painowenus oMGuTacsupa:
A-1423024.0 - ue Gonee 3,0 %;
mobas apyras HaeHTH(HUMPOBaHHAR
eNHHHYHAR  fIpHMECh,  OTHOCAlMAscHd K
omButacaupy - He Gonee 0,5 %;
mobas  apyras  nemaewTHHuUHpOBaHHAR
COHHHMYHAA  7IpHMECh,  OTHOCAIMARCH K
omOuTaceupy — He Gonee 0,2 %;
cymma npumMece, OTHOCALLIMXCH K
omburaceupy — He Gonee 4,0 %.
lMpoayxTet paanoxennus napuranpesupa:
A-1157464.0 - ue Gonee 0,5 %;
moGas  npyras  eQMHMuHAR  npumecs,
OTHOCALIAACA K MapHTanpesupy - He Gonee
0,2 %;
- CyMma npumecen, OTHOCALIMXCA K
napuTanpesHpy — He Sonee 2,0 %.
TpofyKTbI pagnokenus puTonaBHpa:
A-86023.0- ne Gonee 2,6 %;
A-124395.0- sie Gonee 0,3 %:
1 A-136478.0- e Gonee 0,3 %:
moGas  Apyras  eQMHMUHAR  npHMecs,
OTHOCHLIZACA K PHTOHaBHpY - He Gonee 0,2%;
CyMma NpHMeceH,  OTHOCHILUMXCA K
PHTOHaBHpY — He Gonee 4,4 %.
A-87463.0- ne Gonee 0,9%.
Obuiee konuuectso aspobibix Gaxrepuii -
ne Goaee 10° KOE s Ir

OBuee uneso rpubos -

ie Bonee 10° KOE 8 Ir
1 Oreyrerene E colig | r
lina omBuracenpa, napuranpesupa
| prTonasHpa:
| 10/10 TaGnetok: AV < L1=15,0

| mn 30730 Tabaerok: AV< L1 =15,0

[lpononrosareie HBORKOBBIMYKIBIE
Tabnetks, NOKPHITEIE  TUIEHOYHOI
oGonoukoi po30BOrO  uBETA  C
rpasuposkoii «AV 1y na oaHoii cTopone.
CooTsercrayer cTaHaapry

CooTsercrsyer cranzapry

CooteercTsyer crauuapry

1,7%
OmbGuraceup - 99 %
Mapuranpesup ~ 99 %
Purouasup - 101 %

Orcyrerayer
Orcytereyer

Orcyrereyer
Oreyrersyer
Oreyrerayer

Orcyrernyer

Orcyrereyer
1,1 %
Menee 0,1 %
Orcyrerayer
Menee 0,1 %

L1 %
Orcyrersyer

Meuec’"jb_ 1739700, 8 oW
Meuég 10 7,
Oreyrersyer -,

Omburacenp — AVs=S5,9 (L1} 5,0y * &
Mapuranpesup ~ AVedd (LI=15 0"
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