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1. OBLWAS MHO®OPMALIUA
GENERAL INFORMATION

HaumenoBsanue npoaykumu: kOnepuo, TabneTku, NOKpLITbIE NNEHOYHOM 060MouKoil 100 Mr Ne28

Product Name

1N 003532-250316 tOnepuo, TabneTku, NOKpbIThle NAEHOMHOW OBONOYKON
50 mr (25,7 mr+24,3 wr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 mr+97,2
Mr)
MameHeHne Ne 1 ot 13.10.2016
WameHeHune Ne 2 ot 26.12.2017

lMpoBepeto Ha COOTBBTCTBME C: | LamereHme Ne 3 oT 22.01.2019
Checked against WMamenenne Ne 4 oT 21.08.2019

M3meHeHne Ne 5 oT 26.06.2020
MameHeHne Ne 6 ot 16.12.2020

(Cneyudukaumn kayectsa Ha KOnepwo, TabneTkv NoKpbITLIE NNEHOYHOI
oBonoukoii 100 mMr Ne 28, Ne 56 SPEC_FDF_00094946, sepcus 4.0)

BHyTpeHHuUi Koq Homep cepuu
HepaccacoBaHHoOM npoaykuun: | 42027181 HepaccacoBaHHOW npoaykumu: LM3664
Product Code Balk Batch Number Baik
BHYTpeHHMWIA KOA yNakoBaHHOM Homep cepuu ynakosaHHOM
npoaykuum: 44086016 npoayKUMuM: LN75100721
Product Code FDF Batch Number FDF
Hata npousBogcTBa:
Manufacturing Date 29.07.2021
: Pasmep cepun 3a BbiveTOM
g::;:n ;;cepuu. 8631yn. npo6: 8618 yn.
Balch size without samples
2. NMONYYEHHLIE PE3YNbTATHI

TEST RESULTS

Ne MNokasatens* Tpe6GosaHue Peaynbrar
Parameiers Requirements Result
OBanbHble  ABOAKOBbINYKMble  Tabnetkd, | OBanbHble ABOSKOBLINYKNbIe TAGMETKM,

1 OnucaHue
Appearance

NOKpbITbie nneHoyHod o6ono4YkoW ceeTno-
Xenrtoro useta ¢ cpackon, Gea pucku. Ha
OfHOW CTOpOHe HaHeceHa rpaBupoBka «L1»,
Ha apyroi- «NVR»,

NOKpLITblIE  NNEeHouYHOW  0BOoNoYKoNn
CBETMO-XENTOro Lpeta ¢ dackon, Ges
puckh. Ha oaHON cTOpOHe HaHeceHa
rpaeupoBka «L1», Ha apyron- «NVR»,

MNognuHHOCTL
Identification

- Cakybumpun
- Bancapman

WK-cnektp ucnbityemoro obpasua B o6nacru
oT 1850 go 1650 cm' no nonoxeHwo wu
npoWnic  NOMoc  NOrMOLWEHUA  AOIKeH
cootBeTcTBOBaTE WK-cnekTpy crangapTHoro
obpa3la ¢ XapaKTepucTUYECKOW NOnocoi
nornotjeHusa okono 1712 cm'.

UK. CooTBeTcTBYyET

BpemMsa yaepXvWBaHMA OCHOBHBIX NWKOB Ha
Xpomartorpamme  UCnbITyemMoro pacTteopa

AOMKHO COOTBETCTBOBATbL BpEMEeHN
yAepXXnBaHUA nUKoB BancapraHa n
cal{yﬁwrpmna Ha xpoMmartorpamme

cTanaapTHoro pacTteopa 7a.
Otnnyve BO  BpeMeHax  yAEpPXKUBAHWA
AOMKHO COCTaBNAThL He Bonee + 2,0%

B3>XX. CooTeetcTByET
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Ne MokazaTens* TpeGoBaHue Pe3ynbTaTt
Parameters Requirements Result
He meHee 80% (Q) cakybutpuna 88% 5 A0
. cakyButpuna yepes 30 MuH;
3 | PacTBopeHue 4epea 30 muH; Kyouip P
Dissolution He meHee 80% (Q) sancapraHa 98% BancapraHa Yepes 30 MyH

4epes 30 MuH

PoacrBeHHbIe

Metoa 1. XvpanbHas YACTOTa

Mpumecu cakybutpuna:

- 534-06 — He Bonee 0,2%
- 535-06 - He 6onee 0,2%
- 536-06 — He Bonee 0,2%

MNpvimecu Bancaprana:
- CGP49309 - He 6onee 1,0%

[pumecu cakyButpuna:
- 534-06 — He oBHapyxeHo

- 535-06 — He oBHapyxeHo
- 536-06 — He oBHapyxeHo

Mpumecw BancapraHa:
- CGP 49309 — He o6HapyXeHo

npumecu ;
4 | Retated Meron 2.  Onpepenenve  npoaykros [‘Igg& EZM_C::"S;;::::'GH -
LEeCTPYKLMA '
Substances
MNpumecu cakyButpuna: [pumecw BancapTaHa;
-EavHuuHaa  HeupeHTUUUMpOBaKHaR
900-04 - He 6onee 0,7% NpUMech — He 06Hapy»<e$); P
[Mpumecu BancapraHa: -Cymma HenaeHTUPULMPOBAHHLIX
EAuHMYHan HecneunduULpyeman npumecs — | Npumece  (uckniovas 900-04) - He
He Gonee 0,2% o6HapyxeHo
Cymma npoaykToB AecTpykuuu (WUcknioyas
900-04) — He Bonee 0,5%
OgHopoaHOCTL
ﬂo:_:rupo?au;m CakyButpun: AV = 3,3;
5 it AV =150
cosage Unks Bancapran: AV = 3,3
- cakybumpun : i
- gancapmaH
KonuyectBeHHO | Or 950% po 105.0% cakyButpuna ot | 99,4 % cakyButpuna ot HOMMHanNLHOrO
6 ;onpeneneuue HOMWMHENLHOTO CoAePKaHUA COAEPXaHMA,
ssa
. caxf:&umpun Or 950% pmo 1050% BancaptaHa oOT | 99 4% mancapTaHa OT HOMUHANBHOO
- gancapmas HOMWHaNLHOro CoaepXaHmua cofepXaHus.
MepeuyHan ynakoska: no 14 Tabnetok B | [lepeu4Has ynakoska: no 14 TaBneTok B
Gnucrep wa MBX/MBOX u anomuHWeBon | Gnuctep n3 nex/mBaox 7}
honbru. antoMnHWeBOW Ponkru.
i BropuuHas ynakoeka: no 2 unu 4 6nucrepa | Bropuunas ynakoeka: no 2 anmepa
7 Packing BMECTe C WHCTPYKUVEWA NOo MeauuWHCKOMY | BMecTe c MHCTPYKUMEen no
NPYMEHEHWIO B KAPTOHHYHO NauqKy. MeAULMHCKOMY NpUMEHEHNIO B

Honyckaetca Hannqune KOHTPONA NepBUYHOIo
BCKpbITUA HA KAPTOHHOW Nayke.

KapPTOHHYIO NauKy.
KoHTpOnMb NEPBUYHOrO BCKPLITUS Ha
KapTOHHOW NayKe NpUCYTCTBYET.
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Nokasarenn*
Parameters

TpeboBarue
Requirements

PeaynkTar
Result

MapkupoBka
Labelling

Ha Gnucrepe Ha pyccKOM W aHrnWAcKom

Ha 6nvcrepe Ha pyCCKOM U aHTIMIACKOM

A3blkaxX YKasblBaKT: NOroTUN KOMMaHWW-
npowssoguTens (Ha naTuHMUE), Toprosoe
HauMmeHoBaHuWe, Ao03vpoBky, BancaptaH +
Cakybutpun, HoMep cepun W gary
OKOHYaHWA cpoka rogHocT (Ha pPyccKOM
Asbike B Buae: Cepus Neo/ [ogeH [0).
HonyckaeTca HaHeceHue BHYTPEHHMUX
YNaKkoBOYHbIX KOLOB KOMMNaHWM,

Ha KkapTOHHOW nayke Ha pYyCccKOM U
SHITIMACKOM _A3blKaX YKa3biBAKOT. NOrotvn
KOMNaHuW-npouasoanTEna (Ha naTuHuue),
Toprosoe HaumeHoBaHue, AO3UPOBKY,
nekapcteeHHylo dopMmy, BancapraH +
Cakybutpun, HassaHWe W CcoaepxaHue
peictsyrowjero Bewlectea B 1 Tabnertke,
HOMEpP perucTpauuoHHOro YAOCTOBEPEHUA
(Ha pycckom s3blke), KonuuecTso TabneTok B
ynakoske, «[inA npuema BHYTPb», «XpaHuTb
B HEAOCTYyNnHOM AnNA [OeTed  MecTe»,
«MNoapobHble yKazaHWs NO NPUMEHEHWIO
npenapata npueegeHsl B MNPUNOKEHHOR
MHCTPYKUMM®, HauMeHoBaHWe W agpec
(ropoa, cTpaHa) KOMMaHWW-NPOU3BOAUTENSA
(BbINyCKaOLWWA KOHTpOnb KaJecTBa),
YCNOBUS XpaHEHWUA, yCNOBUS OTMNYCKa, HOMep
cepud, AaTy npou3eoAcTBa M AaTy
OKOHYaHWA CPOKa roAHOCTH, LUTPUX-KOA.
HonyckaeTcs HaHeceHue BHYTPEHHUX
YyNaKoBOYHbIX KOAOB KOMMNaHWUW.
HononHuTensHo MoryT ObiTb  HaHeceHb!
cpeacTsa WAEHTUCDMKAUMMW ANA MOHWUTOPUHTa
OBWXEHWs NeKkapcTBeHHbIX npenapaTtoB Ans
MeaULMHCKOro npUMeHeHus oT
Npou3BOAUTENA A0 KOHeYHoro notpebutens.

A3blKax YKasaHbl: NOroTUN KomnaHuu-
npoussoauTens (Ha natuHuue),
TOProBOE HauMeHoBaHue, [A03WPOBKa,
BancaptaH + Caky6uTpun, Homep
CepUM W fAara OKOHYaHWs  CpoKa
rogHOCTM (Ha pYCCKOM fA3blke B BUE!
Cepua Ne/ TogeH [0), BHYTpeHHWE
YNakoBOYHbIE KOAbI KOMMaHUM.

Ha kapToHHOW nayke Ha pycckom W
8HIMWACKOM S3bIKaxX YKasaHbl, IOroTun
KOMMaHWWu-npounssoauTens (Ha
naTWHWLE), TOpProBOE HaUMEHOBaHWe,
[O3UPOBKa, IleKapcTBeHHan opma,
BancapraH + Caky6utpun, HaseaHue u
cogepxaHue OeiCTBYIOLEro seljecTea
B 1 TabneTke, Homep
pervcTpauuoHHoro yaoctoeepenna (Ha
pyccKoM A3blke), konu4ecTeo TabneTok
B ynakoske, «[lnA npuema BHYTpb»,
«XpaHuTe B HeAOCTYNHOM AnNs AeTei
mecten, «[loapobHble ykasaHua no
NPUMEHEHUIO NpenapaTa NpUBeaeHsbl B
NPUNOXKEHHOA VHCTPYKUAU»,
HaumeHoBaHve W agpec  (ropog,
cTpaHa) KOMNaHun-Nnpon3soguTens
(BbINycKaloLMiA KOHTPONb KavecTsa),
yCroBus XpaHeHWsA, YCrnoBua OTNycka,
HOMep cepuw, aata npou3sofcTea WU
[arta OKOH4YaHWs CcpoKa rofHOCTH,
LWUTPKX-KOA, BHYTPEHHME YnakoBOYHbIE
Kokl KOMNAHWK,

HaHeceHbl cpepactsa uaeHTWdbukauum
ans MOHWTOPWHra ABUKEHWS
NeKapcTBEHHbIX  NpenapaTtoB  AnA
MeauLIMHCKOro NPUMEHEHUA oT
npouwssoguTens Ao KOHEYHOro
norpeburens.

XpaHeHue
Storage

MNpu Temnepatype He Bbiwe 25°C,

10

Cpok rogHocTH
(MepuognyHocT
b KOHTpPONSA)
Shelf life
(Frequency of
control)

3 ropa

3 ropaa (30.06.2024)

* - Mukpo6uonoruyeckas YACTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanuaa U MOXET OTCYTCTBOBaThL B cepTudukaTe
aHanwnsa komnaHuu
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3. 3AKIMHOYEHUE
CONCLUSION

JlekapcTeenHbIn npenapat KOnepwo, TabneTkn, NOKPbLITLIE NNEHOYHOW 0BOMOYKOR 100 Mr Ne28, Homep cepuu

LN75100721, cooTtBeTc

3.4,5 6.

TByeT TpeboBaHUAM HOPMaTUBHOM BOKYMEHTauu

¥ IMN 003532-250316, MameHeHve Net, 2,

YTeepaun 4

MeHenxep no koHTponw kayecTsa

nepeHocy W Banugauum

Approved by aHanuTUYeCckux MeToamnK

fkosnesa O.A. /é oq L

7 s
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