$)

Dman AO «k BEPODAPM»
B I. benropone

Otaen KOHTPOIIS KayecTBa

Homep cepun 120622
Haumenosanue cyberannmu Agemernonvna 1.4-Gyramnucyisdonar
KonuuecTso npoaykuuu B cepuu (yn.) 17673
Jara npoussoactea 02.06.2022
Jata nposenenus ucnsrrannii 07.06.2022-15.06.2022
Amnanus Bemonren no HJT JITT-004269-011021

Iacmopt Ne 12 or 15.06.2022

Tentpan® TabieTKH KHIMEYHOPACTBOPHMBIE, NOKPbIThIE IJIEHOYHO#H 060s10uK0ii, 500 Mr

Ornucanue

JITI1-004269-011021

Genoro 0 CcBETNO-KENTOTO IiBe-
Ta, IOKPHITHIC TUIEHOYHOH 0060-
noukoil. Ha monepeunom paspese
anpo Ttabrnerkn ot 6Gemoro o
CBETIIO-KENTOTO I{BETA.

Hara Haumenosanne Haumenopanue H/I na Pesynbrathl

" i i Tpebosanus HJJ <

HCIBITAHHIH nokasareneii mo HJJ METO/T HCTILITAHHH HCIIBLITAHHH
07.06.2022- Tabnerkn  opanbHo#f  Qopmer, | Tabnerkn  oBambHOil  (opmsl,
15.06.2022 ABOSKOBBIYKIIBIC, TNAlKHE, OT | JBOAKOBBIMYKIBIE, TNajkue, Ge-

JIOr0 IBETa, HOKPHITHIE IIEHOY-
HoO¥ obonoukoit. Ha monepeunom
paspese aapo Ttabmerku Oenoro
HBeTa.

Cootsercreyer

IMoamMHEOCTS:
AJleMeTHOHHH

Apnemernonus (S,S-
usomep)

1,4-
OyranaucymshoHoBast
KHCTIOTA

JITT-004269-011021

Bpems ynep:KHBaHHA OCHOBHOIO
MHKa Ha XpOMaTorpamMe HCIbI-
TYEMOI'0 PacTBOpa JIO/KHO COOT-
BETCTBOBATE B Tpenenax 2 %
BPEMCHH  YIACPKHBAHHA  IHKA
afeMEeTHOHHHA Ha XpOMaTorpam-
Max CTaHJapTHOTO PacTBOpa.

PasHuia 10 TMOJIOKEHHIO MAKCH-
Myma 1pu 260 HM crekrpa mo-
TJIOHIEHHA HCIBEITYEMOI'O PacTBO-
pa, ¥ CTIEKTpa MOTJIONICHUA CTaH-
NapTHoro pacrBopa <2,0 Hm.

CooretcTByer

Bpema  ynaepxuBamma — nuka
S,S-u30Mepa ajcMETHOHHHA Ha
XpOMaTorpaMMe  HCHBITYEMOIO
pacTeOpa JOMKHO COOTBETCTBO-
BaTh BPEMEHU Y/IEPIKHBAHHS TTHKA
S,S-m3oMepa  ajieMeTHOHMHA Ha
XpOMaTorpaMMe  CTaHAAPTHOTO
pacTsopa.

CoorsercrByer

Bpemsa ynepxuBanus OCHOBHOrO
NHKa Ha XpoMaTorpaMmMe MCMbI-
TYCMOI'0 pacTBOpa JOIMHO COOT-
BETCTROBATE BPEMCHH YAcpKHBEa-
HAS HHKa
1,4-6yranancynedonoBoit  Kuc-
IOTE Ha XpoMaTtorpaMme CcTaH-
JapTHOTO PAacTBOpA.

CootgercTByer

OTHAEJ

JI1-004269-011021
T'd PO

N)(DC. 1.4.2.0013.15
@)
&

TabneTkn He AOMKHEI pacnagaTh-
ca B 0,1 M pactBope XJI0pHCTO-
BOJIOPOJIHOM KHCIOTHI B TEUCHHE
2-X 4acos.

JlomxHBI pacnajgaTeCs B TCUCHHE
30 mun B docaraom Gydeprom
pacteope ¢ pH 6,8.

CootBeTcTBYET

16

Haganennk OKK

ROITTIUAH

A. Dpnnu-T'opsesa

15.06.2022
Jara

crp. 1 m3 3




veropha

Qunuan AO «BEPODAPM»

Ortnen KoHTpOIS KauecTBa
B I. benropone

IMacnopr Ne 12 ot 15.06.2022

Tentpan® TabaeTkn KAMEYHOPACTBOPHMBbIE, NOKPBIThIE NJIEHOYHOI 00010uK0i, 500 Mr

Homep cepuu 120622

Hanmenopanue cyocrannun AneMernonnna 1,4-6yranmcynsdonar

Konuaectro npoaykiun B cepuu (yi.) 17673
Hara npoussoacrsa 02.06.2022
Jara nposeaenms nenbitanuii 07.06.2022-15.06.2022
Ananus Bemonses no HJT JITT-004269-011021

- Enurudanas HeneH-
TH(HIHPOBaHHAS TIPH-

Hara ) Hal'ﬂmeﬂo:;armc Haunmenosanue H,[I,vna TpeGonsin K Pe:’.ynyra‘ril
MCIBITAHHI nokasareneii mo HJ[ METOJ HCIBITAHHH HCIBITAHHI
PacTropeHnue:
- 0,1M pacrsop xsiopH-
CTOBOJIOPOJHOH KHCIIO- JITT-004269-011021 1%
TBI T'd PO He 6onee 10 % uepes 2 uaca
OdC.1.4.2.0014.15
- pocarHO-OypepHEIit 98 %
pacteop ¢ pH 6,8 He mexree 75 % (Q) yepes 90 mun
PoscTBerHbIe npUMecH:
- Anenun (ADN) He 6omnee 2,5 %; 0,2 %
- MeTHITHO/IeHO3HH
(MTA) He 6onee 2,5 %; 0,5 %
- S-ajenosun-L-
romorHcTenH (SAH) He 6onee 2,0 %; 0,1 %
- Fomocepun (HS) He 6omee 1,2 %; He oGHapyxena
- 2-amuHO-4- JITI-004269-011021
OyTtuponaxtoH (ABL) He 6onee 1,2 %; 0,1 %

Mech He Gonee 0,2 %; He obnapyxena
- Cymma neHieHTHhH-
[HPOBaHHBIX IpHMeECEH He Gomee 3,0 %; He obnapyxena
- Cymma mpumMeceit He 6onee 6,0 % 0,9 %
S.S-u3zomep JII1-004269-011021 He menee 55,0 % 73,0 %
JITT-004269-011021
Bojaa I'dPD He Gomnee 2,5 % 1,6 %
ODC.1.2.3.0002.15
TIT1-004269-011021 AVie<Li (L1 =15,0) umuAVse <
OnrOpOAHOCTD ZI03HPO- I'd PP L1 4,7%
BaHHA (1-Lax00IM<=Xi<(l+La2x
O®C.1.4.2.0008.18 0,01) M (L2 = 25,0)
Komraectaeroe OIPe- | 111.004269-011021 450 vr — 525 mr 481 r
JIGTICHHE
Mukpobuonoraueckas I'd PO
HHCTOTA ODC 1.2.4.0002.18 AR A Coomercrayer
Ilo 10 rabnerox B Gmucrep u3 | 10 Ttabnerok B OaMcTepe U3
OITA/AJIIOMBX u naxuposad- | OIIA/AJIFO/IIBX H jakupoBaH-
HOH mewaTHOH amOMHHHEBOH | HOMl meyaTHOW  aMFOMHHHEBOH
Vnakoska JITI-004269-011021 (onbru. thonsru.

1 nm 2 6amcrepa ¢ MHCTpYKIMeit
N0 TNPHMEHEHWIO B KAPTOHHYIO
avuKy.

2 OmhcTepa ¢ HHCTPYKIHEH Mo
HPUMEHCHHIO B KapTOHHOH mady-
Ke.

A

Ha brucmepe na pyceiom ssvike
VKQ3bIEAION: TOPTOBOE HAHMEHO-
BAHHE Mpenapara ¢ Npeaynpeu-

Ha Gmucrepe na pycckoM s3bike
YEa3aHBl: TOProBOC HaHMEHOBa-
HHE TIpernapara ¢ Tpeaynpenu-

Mapxu > TenbHOH Mapkuposkoit ®, MHH, | tensHo# mapkuposkoii ®, MHH,
5}‘ OTIE] : JIEKapCTBEHHYHO  (opMy, JI03M- | JekapcTBeHHas (opma, [H03HpoB-
) KOHTPO POBKY, HOMEp CCPHH, NaTy HCTe- | Ka, HOMEP CEpHH, [aTa HCTEYeHH s
= | 1 YEHHA CPOKA FOAHOCTH. CpOKa FOHOCTH,
2\ EXHTITBA /.
'j:_"n- e "5'-“
Hagampnux OKK NG ' VI¥A. Spnau-T'opsesa 15.06.2022
\:7-}:,‘, b _.//I.\'-}C/ Hara

crp. 2 u3 3




verop

Dmaan AO «BEPO®APM»
B I. Benropoae

Ornen KOHTPONA KavecTBa

Homep cepuu 120622

Haumenopanne cybetanunn Anemernonuna 1.4-6yrannucyashonar
KomiiecTo npouykumu B cepuu (yi.) 17673
Hara npomssozactsa 02.06.2022
JlaTa nposeaenus ucnerrannii 07.06.2022-15.06.2022
Amnanus eimonsen no HJ JITT-004269-011021

Macmopr Ne 12 ot 15.06.2022

Tenrpan® Tabnerkn KHIIE€YHOPACTBOPHMbIE, IIOKPLIThIE INIEHOYHOH 000104K0i, 500 MIr

Jara
HCIHBITAHHIT

Haumenosanue
nokazareneit mo HJJ

Haumenosanne HJI na
METOJ{ HCIILITAHHH

Tpebosauus HJ|

Peaynbrars:
HCTIBITAHHI

Ha ©aucmepe na anznuiicicom
AZbIKE  YKA3LIGAIOM:  TOBAPHBIE
3HAKH KOMIAHHH J000TT.

Ha xapmonnoii nauxe na pycexom
A3bIKE  YKASHIGAIOM:  TOPTOBOE
HaHMCHOBaHHUE TIpenapata ¢ Ipe-
JYTIPEHTENBHOH — MapKHPOBKOM
®, MHH, nexapcteernyio (Gopmy,
JO3HPOBKY, HAMMCHOBaHHE H
coJepiKaHHe JIeHCTBYIONIEro Be-
ecTBa B KayK10# TabneTke,
KO/THYECTBO TaONETOK B YHAKOB-
ke, cnoco®d upumeneHua «Jna
OpHEMa BHYTPb.», YCIOBHS OT-
MyCKa, YCIOBHS XpaHeHHs, «Xpa-
HHTh B HENOCTYIHOM JUIsi JIeTel
MmecTe!», HOMEp perucTpaiHoH-
HOTO YAOCTOBEPEHHS, HaWMECHO-
BAHME M CTPAHY NPOH3BOJHTEIS,
HOMED CEpHH, Jary MpOH3BOMI-
crea, «logen jo:», MITPHX-KOI,
TEMATHYECKHI pHCYHOK, u300pa-
KeHHe TabneTKH

Ha xapmonnoit nauxe na anznuii-
CKOM SI3bIKE YKA3LIBAIOM: TOBAP-
HbIE 3HAKH W WHTEpPHET-ajpec
Kommannd ~ 366orr  (abbott-
russia@abbott.com).

Hna  npenapama, ynaxosannozo
Ha 366Bu C.p.JI., na xapmonnoi
nauxe wipughmom bpatina donon-
HUMENbHO  YKA3aHO: TOProBOC
HAMMEHOBAHHE JICKAPCTBEHHOTO
npenapara, J03MpoBKa, «Tabmer-
KH¥.

Ha xapTonHy0 mauky HaHOCHTCA
CpefcTBO MAeHTHOHKAIHM s
MOHHTOPHHTA JIBMIKEHHH JieKap-
CTBCHHOTO TpenapaTta OT MpOoH3-
BOJMTEIA 10 KOHEYHOTO MOTpe-
ourenss, SN u GTIN. Jlonommu-
TENBHO MOryT OBITh HaHECEHSI
HACHTH(QHKATOPBI IPHMEHCHHSL.

Ha Onucrepe w©a asrmmiickom
A3BIKEC YKa3aHBI: TOBApHLIC 3HAKH
KOMMaHuH 2000TT.

Ha kapToHHO# nauke Ha pycckom
A3BIKE YKa3aHBI: TOproBoe
HAaHMCHOBAaHHME Tpenapara ¢ npe-
JIYNpEUTEIBHOR  MapKHPOBKOH
®, MHH, nekapcrsennas gopma,
JIO3MPOBKA, HAWMEHOBAHHE W
COMEpKaHHE NIeHCTBYIONIETO Be-
LIECTBa B KaXJ0H Tabnerke, Ko-
IHYECTBO TAaONETOK B YMakoBKe,
crioco® mpuMeHeHHs «[{ns mpre-
Ma BHYTpL.», YCIOBHS OTIYCKa,
YCHOBUA XpaHCHHA, «XPaHHTh B
HEJOCTYIIHOM JUIA fieTel mecte!»,
HOMEP PErMCTPalMOHHOTO YHOo-
CTOBEPEHHA, HaMMEHOBAaHHE M
CTpaHa TIPOH3BOJHTENS, HOMED
CEpHH, J1aTy npowusroncTea, «lo-
JCH J00», HITPHK-'KD,I{, TeMaTHYC-
CKHH PHCYHOK, H300paxeHHe
Tabnerky.

Ha xapronnoi nayxe Ha aurauii-
CKOM #3BIKE YKa3aHbl: TOBAPHEIC
3HAKM W HHTEPHET-aJpec KOMIIa-
HHH D66oTT (abbott-
russia(@abbott.com).

Ha xaproHHyi0 mauky HaHeceHbl
CPeICTBO HMACHTH(MKAIMH 1A
MOHHTOPHHTA JIBHIKCHHS IICKap-
CTBEHHOTO NperapaTa OT NPOH3-
BOJMTENA /IO KOHEYHOTO IIOTpe-
ourenss, SN u GTIN n wunentu-
(DHKATOPHI IPHMEHEHHS.

Venopust XpaHeHus

JI1-004269-011021

Ipu remmeparype He Beime 25°C

3 roga

| Tomen 10 05.2025

- NIT1-004269-011021

-004269-011021

. Opauu-I'opsiesa

15.06.2022
Iara

crp. 3m3 3




