YTBEPXKIAIO
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000 «'K TAJIbMA»
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«21 » oxTabps 2024 r.

®
Maxerbl MAPKHPOBKHE H YUAKOBKH MEIHIMHCKOTO H3AeaHa
«CucreMa ABYXKOMNOHEHTHAS A% YXOAA 38 CTOMOii
BHHAHEJI®-KOJIO
no
. TY 32.50.13-012-83228278-201%
@

2024 r.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH METMLIMHCKUX U3REMM



I MakeT ynakoBK/ 1 MapKUPOBKM MeSULVHCKOIO u3aenusa «Cnctema [BYXKOMMNOHEHTHAA 414
yxoga 3a ctomoit BUUHALIENI®)-KOJ10 no TY 32.50/13-012-83228278-2019»;

11 MakeTbl ynakoBoK EmKocTeli konoctomHbIx BUELIALIE/I®KO/IO:

LE1 MaketynakoBkn «EMKocTb KonoctomHas BVHALEST®-KOJIO npo3pavHan»

NSt UCMONHEHWIA;

- BUHALIE/1®-KOJ1O npo3payHas;

- BUHALEEN®OIMTUMA KOJ10 npo3payHas;

- BUHALEEN®IMPUMA KOJ10 npo3payHas:
[n3aitH ynakoBku Ne 1;

B 3Toli yacTwu
gonyckaeTca
yKasblBaT b 3HaK
COOTBETCTBUA
(npun
neobxoarwocTun)

,eOsos”™

CvicTema ByXKOMMOHEHTHas 7151 Yxoaa 3a cTomoii B/HALIE/IBKO/IO0
TY 32.50.13-012-83228278-2019 Per. ya. NeP3H 2015/3324 o1 XX.XX.XXXX

YTUNU3UpyeTCs B COOTBETCTBIMN ¢ CaHMuH 2.1.7.2790-10 Kak 0TX0Abl Knacca b
MpoTMBONOKa3aHNs; WHAABWAYaNbHas HENepeHoCMMoCTb
[Ans c6opa BbleNeHWii y NauneHToB ¢ KonocTomamu

Sa

BAHALES] 7
KOJ0

IsfS
10 wTyK 5
EMKOCTb KQMOCTOVHAA 4
[N CTOMBI 020-60 Mv 15
HEIPEHV/PYEMAS MPOSPAYHAR T

KavecTBO MogayKL 0GEarEYeH0 CETVALYPOBAHHOA OVICTEMOV VEHEPHVEHTA KAHECTES,
COOTBETCTBYHOLLEV TPeOosaH/sv TOCT IS0 13486

BH/IMAHVE!
Lns KpenneHns emkocTeli BUHALENINM-KOMO noaxoAsT TobKo nnacTuHbl BUHALEN®

MpuMedyaHue: pasmep M LBeTonepefaya MOXET OT/IMYATLCS OT OpUrnHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ov3ailH ynakoBku Ne 2;

>

pmot! yacTwu
[OonyckaeTcsa
\/ka3blBaThb 3HaK
XX TBeTCTBUA
inpu

4e06X0AMMOCT 1)

MpumeyaHue: pasmep n LBeTONepegavya MOXeT OTIMYaTbLCA OT OpUruHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1.1.2 MakeT ynakoBku «EMKocTb KonoctomHasa BUHALE/I®-KOJTIO Henpo3padHasa» ongd

WCNONHEHWNI cUCTeM:

- BUHALEJ1®-KOJ10 Henpo3payvHas;

- BUHALEEI®OMNTUMA KOJ1O Henpo3payHas;
- BUHALIEEN®IMPUMA KOJ10 Henpo3payHas:
[nzaiiH ynakoBkm Ne 1

B aToih yacTwm
gonyckaeTca
yKas3blBaT b 3HaK
COOTBETCTBMA
(npwn
Heo6X0AMMOCT 1)

LI

CvicTema AByXKOMIOHEHTHaS [/19 YXoaa 3a cTomoi BY/IHALIE/R-KO/10
TY 32.50.13-012-83228278-2019 Per. yz, NeP3H 2015/3324 o1 XX.XX.XXXX

YTUnu3mupyeTcs B cOOTBETCTBUM ¢ CaHMuH 2.1.7.2790-10 Kak 0TxoAbl knacca b
MpoTuBonokasaHua: UHANBNAYaNbHasA HenepeHoCcMMoCTb
[ns c6opa BblAeNeHUii Y NayneHToB ¢ KonocTomammn

BMHALEN — ©
KOO

10 WTyK
EMKOCTb KOMOCTOVHAR A LL
L1 CTOMb1 020-60 v bl
HEZIPEHV/PYEMAS! HEMPOBPAYHAS 4il tl

Ka-ecTBO MpgayKLym 00ecTe-eHO CEPTVIALY0BAHHO (VICTEMON NEHEIPKVEHTA K1€CTER,
COOTBETCTBYHOLLIEN TpebosaHvsvI TOCT IS0 13485

BH/IMAHVE!
Lns kpenneHws emkocTeit BUHALIENT" -KOJ10 noaxoAsT ToNbKO naacTuHbl BUHALETA

MpumeyaHue: pa3Mep M uBeTOoNepesaya MOXET OT/IMYATLCA OT OpUrnHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ov3aiiH ynakoBKu Ne 2;

]-Toii yacTwn
bnyckaeTcs
WKbIBATb 3HAK
00TBETCTBUA
npn
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610J-8i282288-Zt0-Et 0S rc /1L

 sosaezonissrn

MR

EMKOCTEW
[N1A YXOLA 3A CTOMOM

HEMPO3PAYHAA HEAPEHUPYEMAA

MATKUN CETYATBIZ MATEPVAN
C OAAHOV CTOPOHbI

Poccus, 108809. r. MockBa, BH. Tep. I.
MyHULNNaNbHLIA OKPYr BHYKOBO,
A. Tonctonanbyeso, yn. CoseTckas,

WM}S) 921-3719.

MpumeyaHue; pasmep M LBeTOoMepefaya MOXEeT OT/INYATLCA OT OpuUrnHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1.1.3 MakeT ynakoBku «EMKocTb KosioctoMHasas BUHALLEJ/I®-KOJ10+ Henpo3payHas»
ON19 UCMOMTHEHWTA CUCTEM:

- BUHAUE/I®-KOJ10+ Henpo3payHas;

- BMUHAUEN®OIMNTUMA KOJ10+ Henpo3spayHas;

- BUHAUEJI®INMPUMA KOJ10+ Henpo3payHas;

[nzaiiH ynakoku Ne 1

B 3aToil yacTwm
gonyckaeTcs
yKa3blBaT b 3HAK
COOTBETCTBUA
(npun
Heob6X0ANMOCT 1)

CvicTema [AByXKOMINOHEHTHaS [/ YXoaa 3a cTomoii B/IHALIE/IR-KO/I0

TY 32.50.13-012-83228278-2019 Per. ya, NeP3H 2015/3324 o1 XX.XX.XXXX

YTUNN3MPYeTCs B COOTBETCTBUM ¢ CaHMuH 2.1.7.2790*10 Kak 0Tx0oAbl knacca b
MpoTnBONOKasaHua; NHANBUAYaNIbHAA HENEePeHOCMMOCTb
Ans c6opa BblAeNeHuid y NaLMEHTOB ¢ KoNocToMammn

BUHALIES
KOO+

SIS
$is%
EVKOCTb KOTIOCTOVHAS o If11.
[ CTOMbI 02060 Mv HiP |

HEOPEH/PYEMAA HEMPOSPAYHASA Hiii
KauecTBo MpqryKLym OGECTE-EHO CENTVLYDOBAHHOM O/ICTEMOI MEHEIRKVEHTA KAHECTER,
COOTBETCTByHALLIEV! TpetosaHsv IOCT ISO 1348

BHUINeHVEL
[ns kpenneHus emkocTeli BUHALIE/IR-KOMO+ NoaxoAsT ToNbKO NNacTMHbl camoknesiimecs BUHALEN®

MpumMedyaHue: pasmep M LBeTOoNepesavya MoOXeT OT/IMYATLCS OT OpUrnuHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ov3ailH ynakoBku Ne 2:

TOin YyacTwm
bnyckaeTcsa
Ha3blBaTb 3HaK
00TBETCTBUA

frm
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waTTBOMUth MoHsYalVHLono¥ Kutl'

ownx-»LHYHm,q nounot vc vBoxa
«|N7 tjVHIH3HOUIWXXAatr LLI31313

nfl®

EMKOCTEW
[N YXOLA 3A CTOMOW

BUHALIET”

HEMPO3PAYHAA HEAPEHUPYEMAA

. . MATKU CETYATBIA MATEPVAS
A9 ABYXKOMMOHEHTHOM ciicTEMbI C /IBYX CTOPOH

Poccus, 108808, r. MockBa, BH. Tep. I.
MyHULMNaNbHLIA OKPYr BHYKOBO,

A. Tonctonansueso. yn. CoseTckas,
A 4. cTp.1.Ten:+7(495) 921-3719.
www.palma-med.ru

MpumeyaHue; pasmep M LBeTonepesaya MOXeT 0T/iMYATbLCSA OT OpUTrMHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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X
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2 Ons kpenneHns EmkocTteid BUHALEN'
-fo K KOXe nayueHToB co cTomMoii 0 20-60 MM, a Takxke Ans
rPYnnA 3alLUTbI KOXW BOKPYT CTOMbI
5 FOMTAHN KaecTso mpoayUym 0oecne-eHo oeViLYp0BaHHOY
° 000 «K MA/TbMA» (/CTEVOV/ IVEHERHVEHTA KBHECTBR, COOTBETCTBYHALLEY TpeGosarv/Av TCCT 180 13486
o) Ywva/pyercd acoomserciBm ¢ CaH ViH 2.1.7.2790-10 kek onqib| Kecca b
o I‘IpoweamesaHm: 7 HEMNEPEHOCMMOCTb
® Ty 32.50.13-012-83228278-2019
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X
X
1
I_”-IACTI/I HA Poccusa, 108809, I'. Mocksa, BH. Tep. T.
QI MYHULMNA/bHbIN OKPYr BHYKOBO, rprVIFI Ne
0 4. Tonctonanbueso, yn. CoBeTckas, [ara var.
H A.4,ctp. 1, Ten. +7(495) 921-3719 fqmeH o
www.palma-med.ru
X
X
r
nu
wm
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v]
0
‘0
4 2 LTyKN
X JHEMKOCTEN BAHALEN«-UNEO
BUHALEN®-KONO BUHALEN*-YPO
Ana ctombl 0 20-60 Mm
CucTemMa [BYXKOMMOHEHTHas! 45 yxoza 3a cToMovi BUUHALIETP-YPO Per. ya, Ns P3H 2015/3322 o1 XX.XX.XXXX
CuctemMa AieyXKOMMOHeHTHas AN yxoga 3a ctoMoit BUHALIEN@-WIIEO Per. ya, NoP3H 2015/3320 o1 XX.XX. XXXX
CucTeMa [BYXKOMMOHEHTHast /15 yxo/ia 3a cTomoii BUHALLA®-KOJO Per. ya, NeP3H 2015/3324 0 TXXXXXXXX
00
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Ov3aiiH ynakoBku Ne 2

B jmofi yacTwu
gonyckaeTcs
yKas3blBaTb 3HAK
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1.2.3 Maker ynaxoekn «[Inactuna BHHALIEJI®ROIITHMA» ans ncnonHeHui:
- BHHALEJI®OITTUMA KOJIO npo3spavras;

- - BHHALJEJI®OINTHMA KOJIO renpospavuHas;

- BHHANEJI®OIMTTHMA KOJIO+ Henpo3pausas:

Juzaiin ynaxoBky Ne

Iipeastaimme: PRMICYH N NECTORCPCIFTA MORYT OUErETECE ovoprmmns 1010

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




1.2.4 MakeT ynakoBku «[nactuHa BUHALIESI®MPYIMAY 45151 ICNONMHEHWUIA CUCTEM;

- BUHALIE/I®OMNTUMA KOJ10 npospayHas;
- BUHAEIE/I®OINTUMA KOJ10 Henpo3payHas;
- BUUHALLE/I®ONTUMA KOJIO+ Henpo3payHas:

[n3aitH ynakoBkmn Ne 1;

LU L

oii H8ffol
wSH B1BIA

nipaui-eiuted'MMM

6Leurb
L dia ©? B BBNOX3B03 irA
oaallsmsucuano! IT'0aoMAHz
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j '808801i "»naz0”™
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IiMnee ttuff DKXBL B 'ww 09'02 0
;iOMOI3 00 30XHaNIBY 3HKOX M

neoomMng nHaunsOx But/

GESOSILEEEA

LUTYKM
AN CTOMbI
0 20-60 Mm

MprumeyaHue; pasmep 1 LBeTOMepefaya MOXeT OT/IMYaTbLCA OT OpuUrnHana 11

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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2. MakeTbl yNakoBOK MPUHaAIEXHOCTEN A8 MeAULMHCKOTO m3aenna «CucteMa ABYXKOMMOHEHTHas
Aans yxopa 3a ctomoli BUUHALIE/T®-KOJ1O no TY 32.50.13-019-83228278-2019.
2.1, MonykonbLo COPAJIb, aaresviBHoE,

N 3Toil yacTwn gonyckaeTca
yKasblBaThb 3HAK COOTBETCTBUSA
(npy HeobXxogUMOCT M
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MpumeyaHune; pasmep N UBeTONepegayvya MOXeT O0TNMYATLCA OT OpUruHana 12

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MAImM

“Wikemaf \ith
BHHaUIOAU 1 M3y 1o
MOHYM3IXMHaoMoN auV

TV 32,50.13-012-83228278-2019

Naptus Ns
fata usr.

ropet po

er{}lg

IR NOYORC)
otigiroMAirou

OmeTayagy»aQ* "OneHTa* ke yma» M cTomoit BUMAME/T*-YPOr*r.ya, M P3H2015«32d or XXnanXXX
[RYMMMINOVOHTHaS ap* YIKJKL »  cTomoii B*MALIEN® MIEOPM. Yz, NoP3H 20tV3330 ot XXJiX.XXXX
CMCT*alyMAVNEMVITT T YXOFA » CTOMOV BEMALIEIT-(O370 P, yid - P3H 20I51'3324 OTXX/TX. XXXX

KauecTBo npoaykuuu o6ecneyeHo
cepTUULNPOBaHHONK cucTemoi

MeHe/KMeHTa KayecTsa,

cooTBeTcTBYlOL el TpeGoBaHusam FOCT 1S 013485,
YwnusupyeTcs B COOTBETCTBUN

cCanlunH 2.1.7.2790-10

Kak oTxofbl Knacca b.

MpoTneonokasaHus:

VHAMBNAYaNbHasA HEMepeHoCUMOCTb

Poccus, 108809. 1. MockBa, BH.Tep. T.
MyHULMNaNbHbIA OKPYr BHYKOBO,

A. Tonctonaneueso, yn. CoseTckas
A.4,cTp.1. Ten,+7(495) 921-3719.
www jialma-mediu
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[Mosc BVIHALUE/I® 1 wTtyka

000 «TK NIATIEMA [pedHa3HaueH Ans AONONHUTENLHON (DUKCALMA CUCTEM
[1BYXKOMMOHEHTHbIX Ans yxoda 3a ctomoi BAHALEN®

VIHCTPYKUMS MO NPUMEHEHMIO

[osic KpenuTcs NocNe NPUCcoeanHeHNs EMKOCTM K NiacTUHe

- OTperynupyiTte nosic no pasmep/ Ny

- MpucoegnHMTE NOSC, BCTaBUB KPHOYKM Ha €ro KOHLAax B OTBEPCTUSA
OOKOBBbIX yWeK (hnaHUEBOro 3amka EMKOCTM

M apTVIFI bl Poccusa, 108809, r. Mocksa, BH. Tep.
I. MyHULMNabHbIA OKpYyr BHYKOBO,
4. Tonctonansueso, yn. Cosetckas, N
'?'aTa W3r. A 4, c1p. 1, Ten.+7 (495) 921-3719, b+30 C
oaeH ao www.palma-med.ru
A A +5T

lpoTnBONOKa3aHus;, UHAUBUAYabHAA HenepeHoCcUMoCTb

Ytunuaupyetca B cooteetcTBum ¢ CaHluH 2.1.7.2790-10 kak otxoApb! knacca b

KauyectBO npoayKumm o6ecneyeHo cepTUPULMPOBaAHHON CUCTEMOI MEHEMKMEHTA KayecTBa,
cooTBeTcTBYHOLEN TpeboBaHuam ITOCT ISO 13485

TY 32.50.13-012-83228278-2019

CucteMa AByxXKOMMNOHEHTHast Ans yxoaa 3a ctoMoli BUHALIEN®- UIEO Per. ya, Ne P3H 2015/3320 o1 XX.XX.XXXX
CucteMa AByxXKOMMNOHEHTHast Ans yxoaa 3a ctoMoli BHALIESI®- KOMO Per. ya, Ne P3H 2015/3324 o1 XX. XX.XXXX
CucrteMa AByXKOMMNOHEHTHast Ans yxoaa 3a ctoMoli BHALIESI®- YPO  Per. ya. Ne P3H 2015/3322 o1 XX.XX.XXXX

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MpownTo, NPOHYMepPOBaHO
N CKpenseHo neyatbto ‘Y

) nucta(oB)
["eHepanbHbIi ANPEKTOP
000 «I'K NMAJIbMA»

BpoHLwTeliH B.1O.
«24» 2024 T.
M1



YTBEPXJAIO
I'enepanbamiii xupexTop
00O 'K IIAJIbBMA»
1O. BpoHurreiin

«21» __okrabps 2024 r

®
Dororpadpuaeckoe H3o5panenns o6mero BHAa MeIHLUHECKOrO H3NETHS
«Cucrema AByxKoMIOReHTHAS A48 YXO0A2 38 cTomMoii BHHAIIEJI®-KOJIO
no
' TV 32.50.13-012-83228278-2019»
°

2024r.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




1. doTorpagmnyeckoe un3obpaxxkeHna o6LWero BuAa MeAULMHCKOro u3genus
«Cuncrema ABYXKOMMNOHEHTHas Ansg yxoga 3a ctomoii BUHALLE/I®-KOJIO no TY 32.50/13-
012-83228278-2019», B UCMONTHEHUN:

11 EmkocTb konoctomHas BIHALIE/I®-KOJ10, npo3payHas:

MpumedvyaHue: paamep 1 LBeTonepefavya MOXET OTIMYATLCA OT OpUTUHaNa
& 000 LIMPMU &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



1.2 EmMkocTb KonoctomHaa BUHALE/I®-KOJ1IO, Henpo3payHasa

MpumedyaHune; pasmMep M LBeTonepefavya MOXEeT OT/IMYATLCA OT OpUTUHaNa

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1.3 EmkocTb KonoctomHaa BUHALEJ/I®-KOJZ1O+, Henpo3padyHasa

MpumeyaHune: pasMmep M LBeTonepefavya MOXeT OTANYATLCA OT OpUTrMHana

") 000 LIUPMI &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



1.4 MnactnHa BUHALEN®:

MpumeyaHne: pasmep 1M uBeTOoNepefada MOXET OT/INYATBLCA OT OpUTrMHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1.5 MnactnHa BUHALUEN®ONTUMA:

MpumedyaHune: pasMep U LBeTOMepeAavya MOXeT OT/IMYATbLCA OT opuUruHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1.6 MnactnHa BUHALUEJNTI®MNPUNUMA

MpumeyaHune: pasMep M LBeTOMNeEpefaya MOXET OT/IM4ATbLCA OT OpUrnHana

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2. ®ororpaduieckoe mH3obpaxenns ofmero BHAR NPHHALAEEHOCTEH
MeIHmHEHCKOro H3aeaus «CHCTEMA IBYXKOMIOHCRTHAS IS YXoaa 3a cromolt BHHAIIEJI®-
KOJIO no TV 32.50.13-012-83228278-2019»:

2.1 HMonyxonsuo COPAIJID, agresusnoe:

Fpameuanne: pazMep H NBETONEPEAAYA MOKCT OTIIHIATHCA OT OPHTHHANA 8
@ 000 LMPMH () INFO@CIRMIRU & WWW GOSZDRAVNADZOR RU




22 Tloayxomsuo CODAJIb A, anresusHoe:

TTpAMesanre: pasMep M LBETONEPeiaua MOXET OTIHYATECA OT OPATHHATA

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2.3 ITogc BUHALIEJI®

TIprMedanHe: pasMep 4 OBETONEpeaata MOXKET OTIHYATECA OT OpATHHANA
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

10



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

MpowwnTo, NPOHYMEPOBaHO
1 CKpeneHo neyatbio YO

( ) nucta(oB)
["eHepa/ibHbIN AMPEKTOP
000 «'K MAJTbMA

BpoHLUTENH B.+O.
«;?f » 2024 T.



