NHanBmnayanbHas, rpynnoBasi, TpaHCNoOPTHas YNaKoBKa:
KaTeTepbl 0qHOpa30Bble A/151 acnMpauum ablxaTe/lbHbIX NyTel

FeHepanbHbI 4MPBOOP
MwuHorvu A 1.

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



KaTeTepbl 0AHOPa30BbIe A/1A acnmpaummn AblXaTeNbHbIX Ny Tel.

1. WHgmBugyanbHas ynakoBka KaTeTepoB OAHOPA30BbIX ANSt aCnMpauun AbiXxaTenbHbIX Ny Teln NnpeacTaBnsieT co60i ofMHapHY0 6yMa>KHO-
NAEHOYHYI0 YNaKoBKY. ®oTorpauueckme n3obpa>keHns nsnenmnin «KarTeTepbl 0AHOPA30Bble ANs acnNUpaLun AbIXaTeNbHbIX My Ten» B
NHAMBMNAYANbHOW YNaKOBKe:

1.1 AcnupaL/OoHHble KaTeTepbl C BOPOHKOOOPa3HbIM KOHHeKTopoM (Twun Mionam).

OaunHapHas 6yMaXHO-MMeHoYHas UHANBMAYabHAA YNaKoBKa, Ha npumepe MeAuUUHCKoro nigenusa 13032185 Katetep Mioniv MeTpuyeckuii ¢
BOPOHKOO6pPa3HbIM KOHHeKTOpoM: pasmep CHO8 (02,7 mm); 530Mm

®oT0 1- MeanumHckoe nsgenuve 13032185 Karetep Mionnn metpuyec ki
ynakoBke no NOCT

FeHepanbHbIA AVpPeKTOp
MwuHorunH 4,.11.
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1.2 AcnupaumnoHHble KaTeTepbl C BaKyyM-KOHTponeMm BakyTwun (Tun Mionnum)

OpaunHapHaa 6yMaxXHo-MeHoYHas UHAMBUAYaIbHAsA YNakoBKa, Ha npuMepe MeAnLUHCKOro nsgenus 12088185 Kartetep Moonan MeTpuyeckuin ¢
BaKyyM-KOHTposiem Bakytun (Vacutip): paamep CH14 (04,7 mm); 600Mm

doT0 2 - MegumumHckoe n3genve 12088185 Katetep Mionim MeTpUUBCKUMC BaKyyM-KOHTposieM Bakytun (Vacutip) B 6yMaXHO-M/1eHOUYHON
ynakoske no NOCT ISO 11607-1

FeHepanbHbIi AMPEKTOpP
MwuHoruu 4.11.
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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1.3 KaTeTep 3awumiieHHbIli KaTn/Cathy (3akpbiTas acnupaunoHHas cucTema c/6e3 rojopupoBaHHol TpyoKu

OjanHapHas 6yMaXKHO-MAeHOUYHas MHANBMAYaNbHas yNakoBKa, Ha NpuMepe MeanuMHCKoro nagenusa 36030185 KarteTep 3auimiuieHHbii Katu/Cathy
(3aKkpblTas acnupaumoHHasa cuctema) ¢ rojppmpoBaHHoi Tpyokoii: pasmep CH16 (05,3 mMm); 550Mm

®oT10 3 - MeanuymHckoe nsgenve 12088185 Katetep MM MeTpuyeck”™ -KoHTponem Bakytun (Vacutip) B 6yMaXKHO-M/1eHOYHOW
ynakoBKe no MOC! 7-1

leHepasibHbIN AMpPEKTOp

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



e 3

2. I'pynnosas ynaxoexa Kamemepoe 00HOPA308bIX ONIR ACRUPAYUYU ObLXaGMENIbHBIX nymeit npedcmaensem coboii KOpobKy u3 benozo kapmona:

TEPTILEG

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



hi

KaTeTepbl 0gHOpa30Bble 415 acnupaunn gbixaTe/bHbIX Ny TeN.
Benas KapToHHasi KO/l06Ka ¢ HaHECEHHbIMU MaHUNYNALUNOHHbIMKM 3HakKamu Ne 9374061

Bupg ynakoBku HavmeHoBaHve MU Howmep OnnHa, Mm LLinpnHa, Mm
KOPOOKM
pynnoBas ynakoBka ACMIMpaLnoHHbIe KaTeTepbl € BOPOHKOO6Pa3HbIM 9371431 297 190

KOHHeKTOpoM (Tun Mionnn)

AcnupalnoHHble KaTeTepbl C BaKyyM-KOHTponem BakyTtun
(tvn Monnn)

"'ny6rHa, Mm

366

leHepabHbIli AUPEKTOP

MwvHoruu AT1.

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



3. TpaHcnopTHas ynakoBKa KaTeTepoB 0HOPA30BbIX A/ acnmpaunmn AblXxaTeNbHbIX NyTel NpeacTaBnsie T cO00M KOPUYHEBBIN KapTOHHbI
ALWMK C HAHECEHHBIMU MaHUMYNALUNOHHBIMW 3HAKaMM.

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



KaTeTepbl 04HOPa30Bble /1 acnupaunm AbiXaTeNbHbIX My Tei.

e — W — e —t
! i
[
!
i
K
9374061 .
KOopnyHeBbI KAPTOHHbIN AWNK C HAHECEHHBIMW MaHUNYNALNOHHbIMW 3HaKamu M 9374061
[MapameTpbl yNnakoBKM
Bug ynakoBku HanmeHoBaHne MU Homep AnvHa, Mm LLUnpuHa, mm [ ny6rHa, MM
KOPO6KM
TpaHcnopTHas AcnupaynoHHble KaTeTepbl C BOPOHKOO6Pa3HbIM /m~N1431 297 190 366
yrnakoBKa KOHHeKTOpoM (Tun Mronnwn)
(tvn Mionnn)
KaTeTep 3almiieHHblit KaTu/Cathy (3akpbiTas 93741 530 385 210

acnupaumnoHHas cuctema c/6e3 ropmpoBaHHON TPYOKK
3aKpbITble acnupayuHHble cuctemsl Cathy

leHepanbHbI AUPEKTop

EP H A MwuHoruu 411,

000 LIMPMH 27 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU
e @ J.4.0S.3.4K.



4. Buabl ynakoBKM KaTeTepoB OfHOPA30BbIX A5t acnupaummn abiXxaTeNlbHbIX NyTel 1 KONNMYecTBO U3AENNIA BYMNaKOBKe:
MPYTINMOBAA TPAHCIOPTHAA

LLI ¥ HA3SBAHVE M NHA. YNMAKOBKA

YIMNAKOBKA
1. AcnupaymnoHHble KaTeTepbl CBOPOHKOOGPA3HbIM KOHHEKT OpOM (Tun Mninn)
12001185 Katetep Mtoonnn MeTpuyeckunii ¢ BOPOHKOO6pa3HbIM OfuHapHaa nHansuayanoHas 100 wr.
KOHHEKTOPOM ynakoBKa
12002185 Katetep MONan MeTpnyecKunii ¢ BOPOHKOOBGpPa3HbIM OfuHapHaa nHaAnBMAyanbHas 100 wr.
KOHHEKTOPOM ynakoBka
12003185 KaTteTep MtonM METPUYECKUIA C BOPOHKOOBPa3HbIM OpunHapHas nHaMBUAyanbHas 100 wr.
KOHHEKTOPOM ynakoBKa
13032185 Katetep Mtonn MeTpuyeckuii ¢ BOPOHKOO6pa3HbIM OpanHapHas nHanBMayansHas 100 wr.
KOHHEKTOPOM ynakoBka
13082185 Katetep Moonin MeTpMUYeCKnii ¢ BOPOHKOO6pasHbIM OfanHapHas MHaMBMAYyanbHan 100 wr.
KOHHEKTOPOM ynakoBka
12062185 KaTtetep Moonau MeTpuUyecKunin ¢ BOPOHKOO6pasHbIM OanHapHas nHaMBMAYyanbHas 100 wr.
KOHHEKTOPOM ynakoBKa
12078185 KaTtetep Mtoonau MeTpuyecknin ¢ BOpOHKOO6pasHbIM OjaunHapHas uHaMBUAyanbHas 100 wr.
KOHHEKTOPOM ynakoBKa
05082185 KaTteTep Mtonnm ¢ BOPOHKOO6GPa3HbIM KOHHEKTOPOM OpuvHapHasa-~auBuayanbHas 100 wr.
ynakoska/ \
05087185 KateTep Mtonnu ¢ BOPOHKOOBpa3HbIM KOHHEKTOPOM OpauHapH ag nHanBuayanoHas 100 wr.
yNaKoBKr
05090185 KaTteTep Mtonnm ¢ BOPOHKOO6Pa3HbIM KOHHEKTOPOM OpaunHapH HAUBMAYaNbHas 100 wr.
ynakoBKai
/BEPHA

HPM ! J J 1
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU '<iu. 0 S '

1

YTTIAKOBKA

1000 wr.

1000 wr.

1000 wr.

1000 L.

1000 wr.

1000 wr.

1000 wr.

1000 wr.

1000 L.

1000 wr.

FeHepanbHbI oUPEKTOP
MwuHoruue A 1.



KaTeTepbl 04HOpa3oBble ANst acnmpauun gbixaTenbHbIX Ny TeiA.

05094185

2. ACnupaLmnoHHblie KaTeTepbl C BaKyyM-KOHT posieM BakyTun (Tun Monnu)

12036185

12037185

12039185

12044185

12048185

12086185

12088185

12090185

12091185

12036185

09035185

KaTteTep Monnn ¢ BOPOHKOOGPA3HbIM KOHHEKTOPOM

KaTteTep MONAM MeTPUYECKNA ¢ BaKyyM-KOHTPONEM

BakyTtun (Vacutip)

KateTep MOnau meTpuyeckuii
BakyTtun (Vacutip)

KateTep MOnau meTpuyeckuii
BakyTtun (Vacutip)

KaTteTtep Monnm mMeTpuyeckui
BakyTtun (Vacutip)

KaTteTep Mtonam MeTpuyeckui
BakyTtun (Vacutip)

KaTteTep Mtonnm MmeTpuyeckunii
Bakytun (Vacutip)

KaTteTep Monnm meTpuyeckunii
Bakytun (Vacutip)

KaTteTep Monnn metpuyeckui
BakyTtun (Vacutip)

KaTteTtep Monnm meTpuyeckui
BakyTtun (Vacutip)

KateTep Mtonam meTpuyeckuii
BakyTtun (Vacutip)

KaTetep Mtonnu c BakyyMm-kKoHTponem BakyTtun (Vacutip)

Tmn Kypaas

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

BakKyyM-KOHTpPONeM

BaKyyM-KOHTpPO/EM

BaKYyYyM-KOHTpONiEM

BakKyyM-KOHTpPONeM

BaKyyM-KOHTpPOEM

BaKYyYyM-KOHTpONiEM

BAKYYM-KOHTPOJiEM

BaKyYyM-KOHTpPO/EM

BakKyyM-KOHTpPOIEM

OpavHapHas
ynakoBKa

OpavHapHas
ynakoBKa

OpuHapHas
ynakoBKa

OpnuHapHas
ynakoBKa

OpnuHapHas
ynakoBkKa

OpnvHapHas
ynakoBKa

OpovHapHas
ynakoBKa

OpuHapHas
ynakoBKa

OpuHapHas
ynakoBKa

O'linHapHasn
ynWoBKa

OpavHapHas
ynakoBKa

\(3anHtHasn
\ y*ako”™a

MHAUBUAYaNbHan

MHAUBUAYaNbHan

MHAUBUAYaNbHas

MHAUBUAYaNbHas

WHOUBUAYanbHan

MHOUBUAYaNbHas

MHOUBUAYaNbHas

MHAUBMAYaNbHan

WHOUBUAYanbHan

MHOUBUAYanbHas

MHOUBUAYaNbHas

MHAUBUAYaNnbHan

n-4.05 .r.u\.

100 wrT.

75

75

75

75

75

75

75

75

75

75

75

T.

T.

T.

T,

T,

T.

wT.

wT.

wT.

wT.

wT.

1000 wr.

450

450

450

450

450

450

450

450

450

450

450

MwuHormH 1.

LT,

LT,

LT,

LT,

LT,

LT,

LT,

LT,

LT,

T,

T.



K

KaTeTepbl 04HOpa3oBble ANS acnupauny ablxaTeNbHbIX Ny Te.

3. KaTeTep 3awmnuLeHHbln KaTun/Cathy (3akpbl Tasa acnupaynoHHasa cucTema c/6e3 roppmpoBaHHON TPy6KMN

3aKkpbl Thle acnupayuHHble cucTembl Cathy

36001185

36004185

36005185

36019185

36021185

36022185

36024185

36025185

36027185

36028185

36030185

KaTeTep 3awmueHHbiii Katn/Cathy (3akpbiTas

cuctema) 6e3 roppmpoBaHHON TpyOKHK

KaTteTep 3awuu,eHHblii Katn/Cathy (3akpbiTas

cuctema) 6e3 rohprupoBaHHON TPyOKM

KaTeTep 3auwmueHHblii Katn/Cathy (3akpbiTas

cuctema) 6e3 roppupoBaHHO TPpyOKM

KaTteTep 3awuueHHblii Katn/Cathy (3akpbiTas

cuctema) c rojppupoBaHHON TPY6KOWA

KaTeTep 3auwmuieHHbliii Katn/Cathy (3akpbiTas

cuctema) ¢ rodopnupoBaHHO TpybKOI

KaTteTep 3awunuw,eHHblii Katn/Cathy (3akpbiTas

cuctema) ¢ rojppupoBaHHON TPy6KOWA

KaTteTep 3awmueHHbli Katn/Cathy (3akpbiTas

cuctema) ¢ rodopnpoBaHHO TpybKOIi

KaTteTep 3awuu,eHHblii Katn/Cathy (3akpbiTas

cuctema) ¢ roppupoBaHHON TPY6KOWA

KaTeTep 3awmueHHblii Katn/Cathy (3akpbiTas
cuctema) c rojppupoBaHHON TPY6KOWA

KaTteTep 3awunu,eHHblii Katn/Cathy (3akpbiTas
cuctema) ¢c rojopnpoBaHHO TPy6OKOW

KaTeTep 3awmueHHbln Katn/Cathy (3akpbiTas

cuctema) ¢ roppupoBaHHON TPYOKOWA

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

acnmpaunoHHasa

acnumpaynoHHas

acnumpaynoHHasa

acnumpaynoHHasa

acnumpaynoHHas

acnmpaunoHHasa

acnmpaunoHHasa

acnmnpaunoHHasa

acnmpaunoHHasa

acnmpaunoHHasa

acnmpaunoHHasa

OpauHapHas
ynakoBKa

OguHapHas
ynakoBKa

OpauHapHas
ynakoBKa

OpanHapHas
yrnakoBKa

OpamnHapHas
yrnakoBka

OpauHapHas
ynakoBKa

OpauHapHas
ynakoBka

OpauHapHas
ynakoBKa

OpuTapHwWw
ynakoska \

NHAMBMAYaNbHAs

NHAMBUAYaNbHAs

NHAMBUAYaNbHas

NHAMBUAYaNbHAA

NHAMBMAYaNbHas

MHAMBMAYaNbHas

NHAMBMAYaNbHas

NHAMBMAYaNbHas

NHAMBMAYaNbHas

Opi[HapHas nHAMBMAYaNbHas

yna KoBKa

OgkHapin
ynaJupskaX

\

NHAMBMAYaNbHas
1

EPHA

He

He

He

He

He

He

He

He

He

He

He

npuMeHnma 20 wr.
npumeHmma 20 wr.
npumMeHmma 20 wr.
npumeHuma 20 wr.
npuMeHnma 20 wr.
npuMeHnma 20 wr.
npumMeHnma 20 wr.
npuMeHuma 20 wr.
npuMeHnma 20 wr.
npnMmeHnma 20 wr.
npuMeHuma 20 wr.
FeHepa/H3HbIN AVPEKTOP
MwuHorvH Ar1.
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MakeT MapKUpPOBKY HHANBUAYANbHOMN YIIAKOBKH
Ha MECIULIMHCKOE H3/IEIUe
«Karerepr oqHOpa30BBIC 1A aCHpaLMy ABIXaTENBHEIX My Tei»

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type:

Procedure
Medivice Ltd

SOP - Standard Operating

Version; 2.0

Name: SOP-000053

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxkeHue 8.6 - ®dopma yTBepXAeHNA MaKeToB neyvaTu /3TUKeTOoK

Product ltem
NUMBER:

Valid
FROM:

en: Suet Cath. Vacutip Coude

ru: KaTtetep of4HOpPa30BbIN g/acnupaunn gbixaTenbHbIX NyTel:
kateTep Mionnm ¢ Bakyym-kKoHTporem Bakytun (Vacutip)
Tmn Kyas

Prepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana Rulko. Regulatory Speciali

Version: 2.0

Originator:

TYPEOF Artwork/Label

09035185 O individual D inner label

O trxabel D box
O iFU O OTHER:

WmnopTtep/

MpepcTtaButens B P®:

000 «<MEANMKOM»

197183, r CaHkT-MeTepbypr yn. Nonesas
Cabuposckas, g. ~3, nut. b nom.1

Ten.8 (812) 334-37-64 LU
e-mail: info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023
HeTokcnuHo

CH12 04,0mm
600MM

R 09035185

XXXXXX

STERILE EO

HISTORY PAGE
Darya Gladun

Comments: Changing the imponer/representative in RF from OO0 «®opceTtn» to OO0 «MEAVNMKOM»

CmeHa umnopTtepa/npeactasuters 8 PO ¢ OO0 «PopceTtu» Ha OO0 «MEAVMKOM»

Thic Dacunnent ic Canfidantig] and Proprietap-"~/nless Otherwise Marked. Itis

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

Uncarjylled CpPY-

rrrr-mM-a4

rrrr-mM-a4

M

000 «Mepgusaiic»

222750, Pecny6nuka benapycb,
MuHckas 061., [13epXXUHCKNi paiioH,
r ®aHunone, yn. 3asoackas, 4. 50



Title:

agement System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBepXAEHNS MAKETOB rneyaTu /STUKETOK

Valid Product ltem

FROM:

number:

en: Muliy SuctcatMetric/fun.

ru: KateTep 04HOPa3oBblil A/acnnpaunm AblXaTeNbHbIX NyTeii:

KateTep MIONIM METPUYECKUI C BOPOHKOOGP. KOHHEKTOPOM

Prepared by: Darva Gladun. Lead OE
Approved by: Tatsiana Rulko. Regulatory Specialist

Version: 2.0

TYPE OF ARTWORK/LABEL

12001185 M individual D inner LABEL

O tr.label D box
O IFU O other:

WmnopTep/

MpepctaButens B PO:

000 «MELVMKOM»

197183, r. CaHkT-MeTep6ypr yn. Nonesas
Cabuposckas, g. 43, nuT. b nom.1

CHO4 01,3mm

330MM RE 12001185

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEAVMKOM»

CmeHa nvmnoptepa/npegctasutens B PO ¢ 000 «dopcetu» Ha 000 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ten.8 (812) 334-37-64 L
e-mail: info@medimcom,ru XXXXXX
Ne P3H 2021/14836 ot 20.11.2023 STERILE EO
HeTokcuuHo
HISTORY PAGE
Originator: Darya Gladun
20 OF 20

Frrr-Mm-g4A

Frrr-Mm-4a

id

000 «MepguBaiic»

222750, Pecnybnuka benapycs,
MuHckas 06n., [13ep>XXMHCKWIA paiioH,
r. ®aHunons, yn. 3ascuickas, 4. 50



AnAfiaKemeiit System

Attachment 8.6 Artworks/ Labels approval form / MNMpunoxexue 8.6 - ®opma yTBepXAeHNA MaKeETOB neyaTut /aTUKeTOK
Valid Productltem TYPEOF Artwork/Label
from: NUMBER: 12002185 M individual D inner label

O tr.label D box
O iFU O OTHER:

en: MMy Suctcat.Metric/fun. MmnopTep/
MpeacTasutens B PO: CHO5 01,7mm R 12002185 Frrr-MM-A4
000 «MEJVMKOM» 330MMm

ru: KaTeTep oHOpPa3oBbIil A/acnupaunm AblXaTenbHbIX NyTeii: 197183, r. CaHkT-MeTep6ypr yn. MNonesas
KateTep Mtonnu METpMHECKMVI C BOpOHKOO6p. KOHHEKTOpPOM CabupoBsckas, a. 43, nut. b nom.1
Ten.8 (812) 334-37-64 w
e-mail: info@medimcom.ru XXXXXX nTr-mMm-44
Ne P3H 2021/14838 o1 20.11.2023 STERILE EO
HeTokcnuHo

Prepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana Rulko. Regulatory feecialist

HISTORY PAGE
Version: 2.0 Originator: . Darva Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTtu» to 000 «MEJNMKOM»
CmeHa umnoptepa/npeactasutens B P® ¢ OO0 «dopceT» Ha OO0 «MEANMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20
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000 «MepguBaiic»

222750, Pecny6nuka benapycb,
MuHckas o6n., [13ep>XXUHCKUiA paiioH,
r. aHunons, yn. 3aBofckas, 4. 50



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053 =

Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHue 8.6 - ®opma yTBepXAeHUA MakeTOB neyvaTu /3TUKeTOoK
TYPE OF Artwork/Label

Valid Product Item
from: number: 12003185 O individual D inner label

D tr.label D box

DiFU D OTHER:
en: Mully SuctcatMetric/fun. Wunoprep/ CHO6 02,0MMm

MpegctaButens B PO; ’ R 12003185 rrrr-Mm-aa, 000 «Megusaiic»

000 «MEAVMKOM» 330MMm d 222750, Pecny6nuka Eenap\:/cb,v
ru: Katetep ofHOpPa30BbIil g/acnupaunm AblXaTeNbHbIX MyTei: 197183, r. CaHkT-NeTep6ypr yn. MNonesas I J "f"'q’;:::;ozﬁs“;/ﬁa;g;::;::ﬂ” za"é%”'
KateTep MIONNN MeTPUYECKUIA C BODOHKOOGP. KOHHEKTOPOM Ca6uposckas, 4. 43, nut. B nom.1 o o

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru XXXKXXX rerr-mMmm-aa,

Ne P3H 2021/14836 o1 20.11.2023 STERILE EO

HeTokcnuHo

Prepared by: Darya Gladun. Lead OE
Approved bv: Tatsiana Rulko. Regulatory Sp

HISTORY PAGE
Version: 2.0 Originator: Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opceTn» to OO0 «MEANMKOM>»
CmeHa nmnoptepa/npeactasutens B PP ¢ OO0 «Popcetu» Ha OO0 «MEANMKOM»

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU I ~ d b, -bO aikeri—L



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHne 8.6 - ®dopmMa yTBEPXKAEHNS MakeTOB NnevaTut /3STUKeTOK
Valid Product ltem TYPEOF Artwork/Label
from: NUMBER: 13032185 M INDIVIDUAL D inner LABEL

D tr.1tabel D box
D iFU D other:

en: Mully Suctcat.Metrlc/fun. WmnopTep/ CHO08 02 JMM

MpepctaButens B PO: R 13032185 rrrr-Mmm-ag 000 «MeauBaiic»

000 «<MEJUMKOM» 530MMm 222750, Pecny6nnka Benapyce.
ru: Katetep oHOpa30BbIi g/acnupauny gbixaTeNbHbiX NyTei: 197183, r. CankT-NeTep6ypr yn. Monesas MuHCKan 061., [l3epPXUHCKM paiioH,

o~ « r ®anunons, yn. 3asoackas, A. 50

KateTep Mtonnn MeTpuyeckuu c BOpOHKOOGp. KOHHEKTOPOM Cabuposckasq, a. 43, nuT. b nom.1

Ten.8 (812) 334-37-64 LU

e-mail: info@medimcom.ru XXXXXX rrrr-mMm-aa

Ne P3H 2021/14836 o1 20.11.2023 STERILE EO

HeTokcuuHo

Prepared by: Darva Gladun. Lead QE
Approved bv: Tatsiana Rulko. Regulatory S

HISTORY PAGE
Version: 2.0 Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetn» to OO0 «MEAVMKOM»
CwmeHa nmnopTtepa/npegctasutens B Pe ¢ OO0 «dopcetn» Ha OO0 «MEJNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, itis an Uncontrp”~d Copy.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title; Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHne 8.6 - ®opma yTBEPXKAEHNS MaKeTOB neyvaTut /3TUKETOK
Valid Product ltem TYPEOF Artwork/Label
FROM: number: 13082185 O individual D inner label

O tr.label D box
O IFU O other:

en: MWy Suctcat.Metric/fun. MmnopTep/
Wy NpeactaButens B P®: CHIO 03,3mm R 13082185 rrrr-Mm-a4, 000 «Mepusaiic»

OOO«NE‘UMNKO\/I» 530Mm 222750, Pecny6nuka benapycb,

ru: Karetep O,CI,HOpaSOBbIVI ,q/aCl'lleaU'VlVl OblXaTeNbHbIX I'IyTei/ll: 197183, r. CaHkT-MeTep6ypryn. Nonesas « MuHcKas 06/1., 13epXnHCKIT paiioH,

KaTeTep MIONM MeTpUYECKNii C BOPOHKOOGP. KOHHEKTOPOM Ca6uposckas, 4. 43, nuT. B nom.1 [ r. @anunone, yn. 3asoAckas, A. 50
Ten.8 (812) 334-37-64 I I " |
e-mail; info(g}medimcom.ru XXXXXX
Nfi P3H 2021/14836 o1 20.11.2023 STERILE EO
HeTokcnuHo

TTT-MMVHAA

Prepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
Version: 2.0 Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetn» to OO0 «MEAVIMKOM>»
CwmeHa umnopTtepa/npegctasutens B PO ¢ OO0 «dopcetu» Ha 000 «MEJNMKOM>»

This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontrjled Copy

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type:

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHune 8.6 - ®opma yTBEPXKLEHUS MAKETOB MevaTu /3TUKETOK
Valid Product ltem

from: number:

en: Mully Suct.catMetric/fun.

ru: KateTep 04HOPa30BbIil A/acnupaunm AblXaTeNbHbIX NyTeii:
KaTeTep MIONIM METPUYECKMI C BOPOHKOOGBP. KOHHEKTOPOM

Prepared by: Darva Gladun. Lead OE

Approved bv: Tatsiana Rulko. Regulatory Specialist

Version: 2.0

SOP - Standard Operating
Procedure

Originator:

Version: 2.0
Name: SOP-000053

Title: Document Management System

TYPEOF Artwork/Label

O tr.label O box
O IFU O other:

WmnopTep/

MpeactaButens B P®;

000 «<MEANMKOM»

197183, r. CaHkT-MeTepbypryn. Nonesas
Cabuposckas. a. 43. nut. b nom.1

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023
HeTokcu4HO

CHO8 02JMM
500mMm

STERILE EO

HISTORY PAGE
Darya Gladun

Comments: Changing the importer/representatiye in RF from OO0 «®opceTu» to OO0 «MEAVNMKOM»

CwmeHa umnoptepa/npeactasutens B P® ¢ 000 «Popcetn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, it is an UnéeAt*" d Copy

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

12062185 M individual O inner label

[w

12062185

XXXXXX

Frrr-Mm-4a

nTr-mm-aa

I J

000 «Mepguaiic»

222750, Pscnybnuka benapych,
MuHckas 061.. [13epXXUHCKWIA paiioH,
' ®aHunons, yn. 3asopackas, 4. 50



Document type: SOP - Standard Operating Version; 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHue 8.6 - ®opma yTBEPXAEHNA MaKeTOB nevaTu /3TUKETOK
Valid Product ltem TYPE OF Artwork/Label
from: NUMBER: 12078185 O individual D inner label

O tr.label D box
O iFU N other:

en: Mully Suctcat.Metric/fun. MmnopTep/ CHIO 03.3MM

Mpepctasutens B PO: SO'OMM m: 12078185 nTr-mm-aa, ;)ZC;C;Sng,quagic» .

000 «MEAVUMKOM» , Pecny6nuka benapych,
ru: Katetep ofHOpPa30BbIi g/acnupauum gblxaTefbHbliX NyTei: 197183, . CaHkT-MeTep6ypr yn. Nonesas e1 MuHcKas 06., [3ePXUHCKMIA paiioH,
KaTeTep MM MeTPUYECKUA C BOPOHKOOOP. KOHHEKTOPOM Ca6uposckas, 4. 43. nuT. b nom.1 \ T ®anunonb, yn. 3asoackas, A. 50

Tes1.8 (812) 334-37-64 L

e-mail: info@medimcom.ru XXXXXX rmrr-mmM-a4

Ne P3H 2021/14836 ot 20.11.2023 STEHILE EO

HeTokcuMuHO

Prepared by: Darva Gladun. Lead OE
Approved by: Tatsiana Rulko, Regulato

HISTORY PAGE
Version: 2.0 Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEANMKOM>»
CwmeHa umnoptepa/npegctasutens B P® ¢ OO0 «dopcetn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, itis an Uncont Copy

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



Document type: | SOP - Standard Operating Version: | 2.0
. Procedure Name: SOP-000053
Medivice Ltd Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / lpunoxenue 8.6 — ®opma yTBEpXKIAEHHA MAKETOB NEYATH /ITHKETOK

VALID PRODUCT ITEM . TYPE OF ARTWORK/LABEL
FROM: NUMBER: 05082185 B woivipuaL [J INNER LABEL
O tr.LABEL []JBOX
[J1FU [] oTHER:
en: Mully Suct Catheter/Funnel Umnoprep/ CH12 \M,OMM 000 «Magmmaics
: m - MM- , PacnyGrusa Genspyce,
%?mxﬁ 600mm - 05082185 dl MTT-MM-AR Mhasccan oG, aepmaercom pedin,
ru: Kavetep 0AHOPAIOELIA [VACNMPALMN OLIXETENLHLIX MY TeH: 197183, r. CanxT-NeTepbypr yn. Nonesan : F ®smnom, yn. 3ascacean,
xaveTep MIONNK C BOPOHKOOBP. KOHHEKTOPOM Cabuposcxas, 8. 43, wT. 5 now.1 @ ®
Ten.8 (812) 334-3?-64 xxxxxx mr-mM-A4

e-mail: info@medimcom.ru
Ne P3H 2021/14838 or 20.91.2023
Heroxcuuno

Prepared by: Darya Gladun, Lead QE
Approved by: Tatsiana Fulko, Regulatory S

HISTORY PAGE
VERSION: | 2.0 1 ORIGINATOR: | Darya Gladun
Comments: Changing the importer/representative in RF from OOO «®opcern» to 000 « MEJUMKOM»
Cwmena umnoprepa/npezcrasurens B PO ¢ 000 «®opceru» a 000 «METUMKOM»

V(7

This Document i3 Confidential and Proprietary. Unless Otherwise Marked. It is an Uncow Copy :g_ggan.__* .,
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHve 8.6 - ®opma yTBepXXLeHNA MaKeTOB neyatn /3TUKETOK

Valid Productitem TYPE OF Artwork/Label
from: number: 05087185 H individual O inner LABEL

O tr.label G box
O iFU O OTHER:

en; Mully Suet CathetenFunnel MmnopTep/ CH1404 7M™
Mpepctasutens B PO; !
o . 000 «MEAUMKOM» 600mMMm
ru: Katetep ogHOpa3o0BbIli f/acnupaunn gblXxaTenbHbIX NyTei: 197183, r CawkT-MeTep6ypr ya. Nonesas
KaTeTep Mo ¢ BOPOHKOOGP. KOTEKTOPOM Cabuposckas. 4. 43, nu1. B nom.1

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru

NB P3H 2021/14836 o1 20.11.2023 STERILE EO
HeToKCcnuHO

Prepared by: Darva Gladun. Lead QE
Approved by: Tatsiana Rulko. Regulatory S

HISTORY PAGE
VERSION: | 20 ) ORICIrVATOR: Dan/a Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTu» to OO0 «MEVMKOM»
CwmeHa nmnoprtepa/npescrasutens B P® ¢ OO0 «PopceTn» Ha OO0 «MEANMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontr*d Copy

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

RE 05087185

XXXXXX

rrrr-MM-ag

Frrr-Mm-4a

000 «MepuBaiic»

222750, Pecny6nuka benapycs,
MwuHckas 06n., [I3epXUHCKNiA paiioH,
r. aHunone. yn. 3aBoackas, a. 50



Procedure

Document type: | SOP - Standard Operating Version: | 2.0

Name: SOP-000053

Medivice Ltd

|

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / ITpunoxexue 8.6 — ®opMa yTBEPXKICHHS MAKETOB NMEYaTH /3 THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: M X INDIVIDUAL [ INNER LABEL
(OJ tr.LABEL []BOX
[JIFU_[[] OTHER:
en: Mully Suct Catheter/Funnel Wwnoprep/ . CH16 B5,3mm
pescramirns o P 53 05090185 ] rrT-um-an p—
ru: Kaverep onHOPA3OBbLIA A/ACNMDAUNN AbIXATENLHBIX NyTeH: 197183, . Canxr-MeTepbypr yn. Monesas : 5 ' P::,"ﬁ-f“' —
xaveTep MIONNM C BOPCHKOOBP. KCHHEKTOPOM CaOuponcxas, 4. 43, nuT. 6 nom. 1 @ ® r. ©amnane, yn. 3ae0ackan, 2. 50
Ten.8 (812) 334-37-64 YXXXXXX g FIT-MM-
P3H 2034114856 or 20.11.2023 B 4
Ne or 20.11.
Hetoxcuuio
Prepared by: Darya Gladun, Lead QE M
Approved by: Tatsiana Rulko, Re,
HISTORY PAGE
VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 « MEJJUMKOM»
Cmena umnoprepa/npeacrasutens B PO ¢ 000 «Popcern» va 000 «MEJUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked., It is an Uncontrolled Copy 20 or 20

== & 000 LUPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

V<e



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEPKAEHNA MaKeTOB NevaTu /3TUKETOK

Valid Product ltem TYPEOF Artwork/Label
from: number: 05094185 O individual D inner label
O tr.label D box
o IFU o OTHER:
en: MMy Suet Catheter/Funnel Vimnoptep/ CH18 06,0mMM

Mpepcrasutens B PO: ! m: 05094185 rrrr-mm-aa ,H00 «MeguBaiic»

000 «MEJUMKOM» 530mMm 222750, Pecny6nunka benapyce.
ru; Katetep ogHopa3oBblii f/acnupaunn abixaTenbHblX FyTeii: 197183, r. CaHkT-TleTep6ypr yn. Monesas " I rM;‘;ifjn"oﬁi“;ﬂ”g?;f):‘;ﬁgg”:agg“v
Katetep Monan ¢ BOPOHKOOOP. KOHHEKTOPOM Ca6uposckas, 4. 43, nuT. b nom.1 ’ N n

Ten.8 (812) 334-37-64

e-mail: Info@medimcom.ru KXXKXX nir-mm-an

Ne P3H 2021/14836 o1 20.11.2023 STERILE EO

HeTokcuMuHO

Prepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana P.ulko. Regulatory S

HISTORY PAGE
Version: 2.0 Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTtn» to OO0 «MEAVMKOM»
CwmeHa nmnoptepa/npeactasmtens B PO ¢ OO0 «dopcetn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Propnetary. Unless Otherwise Marked. Itis an Uncontrolled Copy. 20

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU




Document type: | SOP - Standard Operating Version: | 2.0
. Procedure Name: SOP-000053
Medivice Ltd Title: Document Management System

Attachment 8.6 Artworxs/ Labels approval form / [Tpunoxexue 8.6 — GopMa yTBEPKACHHUA MAKETOB NEYATH /ITHKETOK
VALID PRODUCT ITEM : TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12036185 DX mpivipuaL ] INNER LABEL
(O tr.LABEL []BOX

[JIFU [JoTHER:

En Suct. Cath. Vacutip Metric ooonmmcuenum' Po: CHO4 g; g:: 12036185 ﬂ I ozgg;omm'
ru: Katerep OQHOPAIOBLIN O/ACNHPALINN QLIXATENLHLIX 197183, r. cmm | ) Poawm S‘nmm
nyTed: katerep MIONNH METPHYSCKMI m'ma(a1§mm7u A, 43, rwr B now.1 @ ® XXX FrrT-M-Aa r o.mm 'v0. 3ssoncxan, a 50
© Sanyysm-oirpanes BayTn (Vacidlp) S g o ed

Heroxcwuo E

Prepared by: Darya Gladun, Lead QE 7 7
Approved by: Tatsiana Rulko, Regulatory Specialist ( ~2#7

o~
HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun
Comments: Changing tne importer/representative in RF from OO0 «®opcetn» to 000 «MEJUMKOM»
Cwmena umnoprepa/npexcrasurens B PO ¢ 000 «®opceru» Ha 000 «t METUMKOM»

44

This Document is Confidential and Proprietary. Unless Otherwise Marked. It is an Unc%‘_d 1Copy o 20020y ‘
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
IVIcUIvICC LIU
Title: Document Management System

Attachment 8.6 Artwoiks/ Labels approval form / MpunoxeHne 8.6 - ®opma yTBepXXAEHNA MaKETOB neyath /3TUKETOK
Valid TYPE OF Artwork/Label
from: 12037185 H individual D inner label

O tr.label D box
O IFU O other:

Product Iltem
number:

. . y ,
En Suet Cath. Vacutip Metric nﬂ;g&gf;mﬂb s po. CHO05 01,7MM 12037185
000 «ME/IVIMKOM> 350Mm
ru; KateTep 04HOpa30BbIii A/acnnpaLnu AbiXaTenbHbIX 197183, 1. CanTI-TIaTBP6ypr yn.
nyTel: Katetep Moonan MeTpUYECKnii T”;’n”gig’;zia?;f‘;icgi" A 43, . 6 nowL XXXXXX
C BaKyyM-KOHTposieM BakyTtun (Vacutip) e-fail: mfo@fnedinicom.nj
Nb P3H 2021/14836 oT 20.11.2023
HeTokcuuHo STERILE EO
Prepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana P.ulko. Regulatory S
HISTORY PAGE
AVersion: 2.0 Originator: . Darya Gladun
Comments: Changing the importer/representative in RF from OOO «®opcetn» to OO0 «MEANMKOM»
CmeHa umnopTtepa/npescrasuTens B PO ¢ OO0 «PopceTtn» Ha OO0 «MEAVMKOM»
This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontr*ied Copy 3£-

& 000 LHPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

TTT-MVHAA

nTr-mMmm-gaa

ni

000 «MepuBaic*

222750, Pecny6nuka benapycs,
MuHckas 06n., [13epXXUHCKUIA paiioH,
r ®anunons, yn. 3asoackas, 4. 50



Documen: type: SOP - Standard Operating IVersion: 2.0
Procedure Name: SOP-000053

Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHve 8.6 - ®opma yTBEPXKAEHNA MaKeTOB neyatu /3TUKETOK

Valid Product ltem TYPEOF Artwork/Label
from: number: 12039185 O individual D inner label
O tr.label D box
O iFU O OTHER:
En Suet Cath. Vacutip Metric Vmnoprep/ CHO06 02,0MM 12039185 M cl
MpejcTaBuTens B PO; FE: 000 «MepguaaiiC!
000 «MEAVMKOM! 530MM mrr-mMv-Aag, 222750, Pecny6nuka Genapych,

. ~ 197183, r Cawnert-MeTepbypr yn. MuHcKkas 061., [I3epXUHCKNIA paiioH,
ru: K‘,a.TeTep 0,qH0p&3OBbIVI ,q/acnmpal_mm ,qblxaTEfIbeIX MoneBas Cabuposckas. g. 43, nut. b nom.1 [l o tl XXX X X X a J r. ®aHunonsb, yn. 3aBogckas, A. 50
nyTen: KaTeTep Mtionnn MeTpVIHeCKI/IVI_ T8N,8(812) 334-37-64 rrrr-mMmm-ag
C BaKyyM-KOHTPO/NEM BaKyTVII'I (Vacutlp) e-mail: info@medimcom ru

MB P3H 2021/14836 o1 20.11.2023
HeTokcuuHo STERILE EO

Prepared by: Darva Gladun. Lead QE
Approved by: Tatsiana Rulko. ReenJatorv Specialist

HISTORY PAGE
Version: | 2.0 N Originator: Darya Gladun
Comments: Changing ihe importer/representative in RF from OO0 «®opceTn» to OO0 «MEANMKOM>»
CwmeHa nvnoptepa/npegctasutens B P® ¢ 000 «dopcetu» Ha OO0 «MEANMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontn~d Copy

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Documert tyoe: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

Attachment 8.6 Artwopcs/ Labels approval form / Mpunoxexne 8.6 - ®opma yTBepXXAEHNA MAKETOB neyatn /3TUKETOK
Valid Product ltem TYPE OF ARTWORK/LABEL
from: NUMBER: 12044185 M INDIVIDUAL 0O INNER LABEL

O tr.label 1 Box
O iFU O other:

En Suet. Cath. Vacutip Metric Vmnoptep/
P MpeactaButens B PO: C H08 0 2 ’7 MM m: 12044185 000 «Mepuneaiic»
000 «MELVMKOM>» 530MMm rrr-mMm-aa 222750, Pecny6nuka Benapycs.

. = 197183, r. CaHeT-lMeTepbypr yn. = MuHcKas 061., [i3epXNHCKMIA paiioH,
ru; KvaTeTep 0[HOPAa30BbIiA ,ﬂ./aCI‘IHpaHMM LblXaTeNbHbIX Monesan Ca6uposckas, A 43, nut. & now.1 XXX B | T Sanmons. yﬂ' SEBOACKM Z. o
nyTeii; katetep Moninm MeTpuyeckuii Te.8(812) 334-37-64 FITT-MMHAZ
C BaKyyM'KoHTpornem Bakytun (Vacutip) e-mail: infcAmedimcom.ru

Ne P3H 2021/14636 o1 20.11.2023
HeTokcuyHo STERILE EO

Prepared by: Darva Gladun. Lead OE
Approved by: Tatsiana Rulko. Regulatory Spjecialist

HISTORY PAGE
Version: 2.0 O r DanyatGladun _
Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEANMKOM»
CwmeHa nvnoptepa/npefctasutens B P® ¢ 000 «dopcetn» Ha OO0 «MEANMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontrc*ed Copy

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
. Procedure Name: SOP-000053
Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHune 8.6 - dopma yTBEPXKAEHNA MAKETOB MevaTu /aTUKeTOK
Valid TYPE OF Artwork/Label
from; 12048185 N individual D inner label

O tr.label D box
O IFU O other:

Product Item
NUMBER:

H 5 n /
En Suet. Cath. Vacutip Metric n';';':s::smnb P CHKO 03,3mM™m REE 12048185
000 «MEVMKOM>» 600MM

ru: KaTeTep 0HOpPa30BbIii A/acnupanum gbixaTenbHbiX NyTei: 197183. K. Cankr-TeTepGypr yn.

kaTeTep MIoNM MeTpUUecKmii a1y sk 43w B nond w XXXXXX
C BaKyyM-KOHTposnem Bakytun (Vacutip) e-mail: infe~medimcom.ru
Mb P3H 2021/14836 o1 20.11.2023
HeTokcnuHo STERILE EO
Prepared by: Darva Gladun. Lead QE
Approved by: Tatsiana Rulko. Regulatory Specialis
HISTORY PAGE
Version: 2.0 Originator; . Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTn» to OO0 «MEAVMKOM»
CwmeHa umnoprepa/npescrasutens B P® ¢ OO0 «Popcetu» Ha 000 «MEANMKOM»
This Document is Confidential and Proprietary Unless Otherwise Marked, it is an uncont a*» gs.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

rrrr-MM-ag

rrrr-Mm-ag

al

000 «MepauBaiic»

222750, Pecny6nuka benapych,
MuHckas o6n., [13ep>XXUHCKUIA paiioH,
r. ®aHunons, yn. 3asoackas, A. 50



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHune 8.6 - dopma yTBEPXKLEHUS MAKETOB NevaTun /3STUKETOK
Valid Product Item TYPEOF Artwork/Label
FROM: NUMBER; 12086185 O individual D inner label

D tr-label D box
D iFu D oTHER:

En Suet Cath. Vacutip Metric Vimnoprep/ .
P MpeAcTasutens a Po: CH12 04,0mm f“F 12086185 000 «MeguBaiic»
000 «MEAVUMKOM» 600MM rmrr-Mm-aa 222750, Pecny6nuka benapychb,

. Y - 197183, 1. CaHkT-MeTep6ypr yn. MuHcKas 061.. [[3epXKUHCKNIi paiioH,
ru: Karetep ogHopasoBal/a/acnupaumn ApixatenbHbix nyTeii: Nonoass Catmmootran s 4 mur. & now.1 XXX N1 ke oon. Macpwunoti pae
KateTep Mionnum MeTpn4yecKnn Ten.8(812) 334-37-64 1]

C BaKyyM-KOHTposnem Bakytun (Vacutip) e-mail: infoQmedimcom.ru
Nb P3H 2021/14836 o1 20.11.2023
HeTokcuuHo STERILE EO

Trrr-MM-44

Prepared by: Darva Gladun. Lead OE
Approved by: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
Version: m 2.0 A Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetn» to OO0 «MEANMKOM»
CmeHa umnopTepa/npeacrasutens B PO ¢ OO0 «dopceTu» Ha OO0 «MEAVMKOM»
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Document type: | SOP - Standard Operating Version: | 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / Fipunoxenue 8.6 — tbopma YTBEPXKICHHA MAKETOB MEYaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12088185 m INDIVIDUAL D INNER LABEL

O tr.LABEL []BOX

[J1IFU [JOTHER:
En Suct. Cath. Vacutip Metric Wunoprep/ po: CH14 24,7mm 000 sMamssnics

%; MEQAMKOM: 600MM 12088185 dl Trr-MM-A4 ‘g?mso. P:g&?m y

ru: Katetep OnHOPAI0BLIA A/BCNMPALMK ALIXATENLHLIX NYTeR: o T Casraemwomn - XXXXXX . Ganans, yn 3asoacean, 4. 50
xatevep MIONNU METPHYSCKNA Ten 8 (812) 334-37-64 @ ® g rrr-mMM-aa
© BaKyyM-xOHTponem BakyTun (Vacutip) o P3H 2000114038 or 20.11.2023

Prepared by: Darya Gladun, Lead QE %M
Approved by: Tatsiana Ralko, Regulatory Speialist g ' fé g
HISTORY PAGE

VERSION: | 2.0 [ ORIGINATOR: | Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcern» to 000 « MEJJUMKOM»
Cwmena umnoprepa/npesncrasurens B PO ¢ 000 «®opcern» Ha 000 « MEJJUMKOM»

This Cocument is Confidential and Proprietary. Unlou Otherwise Marked. It is an Uncontiqlied Copy 20 2520, &
= & 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Document type: | SOP - Standard Operating Version: | 2.0
L Procedure Name: SOP-000053
Medivice Ltd Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / [Tpunoxenne 8.6 — Popma yrnep)xnenwi MaKeTOB MeYaTH /3ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12090185 (X mpivipuaL [J INNER LABEL
(JtrR.LABEL [] BOX
[JIFU []OTHER:
En Suct. Cath. Vacutip Metric Ymnoprep/ CH16 B5.3mm
Npeacrasurens » PO: ]
gg?éMEncw.:Bﬂ- 600mm 12090185 dl Tr-MM-48
ru: KareTep 0AHOPAIOBLIA A/ACNUBAUNM OLIXATENLHBLIX NYTOR: o - f =% “'."m'.“. ot I ‘ .
xaTerep MIonNNK METPUIRCKWA m.:&(m'g 334-37-84 A 43, B rowt @ ® XXXXXX g MTTT-MM-a4
@ Baeyyu couTpaneu BacyTin (Vacuto .
HEE

Prepared by: Darya Gladun, Lead QE %

Approved by: Tatsiana Rulko, Regulatory Specialist

HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing -he importer/representative in RF from OO0 «®opcetn» to 000 «MEJUMKOM»
Cwmena umnoprepa/npeacrasurens B PO ¢ 000 «Popcetu» Ha 000 « METUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked. itis an UnconyQliad Copy. 20.9r. 20
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000 «Meanaaic»
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Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / IpunoxkeHne 8.6 — Popma yTBepXKIeHHS MAKETOB NEYATH /3THKETOK

VALID PRODUCT ITEM - TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12091185 X INDIVIDUAL [[] INNER LABEL
O Tr.LABEL []BOX

[J1FU [] oTHER:

000 «Magvesic»
222750 Pocnyﬁmn

rOlmnom yn Mmuaw'

En Suct. Cath. Vacutip Metric Wwnoprep/ po. CH18 26,0mMm
%éﬂsgmzm' 600MMm 12091185 dl ITr-MM-A0
ru: Katerep ORHOPAIOBLEA H/ACTUPELUN ObIXATENLHLIX NYTOH: oo ot ,pu'.';":". I & now. :
xaterep MIONNU METPUIECKMI mwa (312% 334-37-64 A 43, e B pow.t @ ® XXXXXX
€ BaKyym-xonTponem Bawytun (Vacutip) ~ mmmmmauorn 11.2023

Prepared by: Darya Gladun, Lead QE %
Approved by: Tatsiana Rulko, Regulatory Specialis: E ; <
HISTORY PAGE

g MIT-MM-aA

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 «(METUMKOM»
CwmeHa umnioprepa/mpeacrasutens 8 PO ¢ 000 «®opcetn» Ha 000 «(MEJUMKOM»

This Document is Confidential and Proprietary. Un'l;ss Otherwise Marked, It is an UNcoolg G GMRNm————e g
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Document type: SOP - Standard Operating Version: 2.0

Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

achment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEPXKAEHNS MaKeTOB neyatn /3TUKETOK
\LID Product ltem TYPEOF Artwork/Label

KOM: number: 36QQ1185 H INDIVIDUAL O INNER LABEL
O tr.label D box
O iFU O other:

1 pcs/wT REE 36001185 CHO6 02,0mMm

en  Closed Suction system 350 MM

U Karotcp 04HOPa30BbIiA f/acnvpauun AblX. NyTei: KaTeTep
3awmueH. Katu (3akpbiT.acnupad.cuct.) 6/rodp.Tpyo.

WmnopTtep/MpeacTaButens B P®:

000 «MEAWMKOM>», 197183. r CaHkT-MeTep6ypr, [ lot!] xxxxXxXx
yn. Nonesas Cabuposckas, a. 43, nut. b nom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru o
000 «MepguBaiic»
ﬂg P3H 2021/14836 ot 20.11.2023 222750, Pecny6anka Benapych,
ETOKCUUHO td MuHckas 06n., 3epXUHCKUIA paiioH,

MapknpoBka Ha kaTeT TONbKO B AX UHAMKALUY
apKUPOBKaA Ha kaTeTEPE TONLKO B LEN Ankal r ®aHunonb, yn. 3asogckasn, g. 50

STERILE EO rrrr-mm-gg

102030405060708090
y rrr-MM-44

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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i Document type: | SOP - Standard Operating Version: | 2.0
Medivice Ltd Procedure Name: SOP-000053
Title: Document Management System
i

Lhment 8.6 Artworks/ Labels approval form / [Tpunoxenne 8.6 — ®opma yTBepXACHHA MAKETOB NEYATH /ITHKETOK

ALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
OM: NUMBEFR: 36004185 INDIVIDUAL [] INNER LABFL
) tr.LABEL [] BOX
[J1IFU [] oTHER:

1 pcs/wt REF 36004185 CHO8 22,7mm

en  Closed Suction system 350 mm

ru  Karerep oqHOpa308biK A/acnupaunnu AbiX. NyTeH: KaTeTep
3aummnuied. Katu (3axpoir.acnupau.cuct.) 6/ropp.Tpy6.

WmnoprepTipeacrasurens 8 PO:
000 «MEQMMKOM>, 197183, r. Canxr-Nerepbypr, - 00X
yn. Nonesan Cabuposcxan, 4. 43, nwuT. b nom.1
# Ten.8 (812) 334-37-64
e-mail. info@medimcom.ru
Ne P3H 2021114836 or 20.11.2023 222750, aoica Eenapyca
Heroxcuuno Muncxan oBn., 136pWHCKWA Paion,
MapKupOSKa HE KATETEPE TONLKO B UENNX WHAMKALMN

r. dasnnono, yn. Jasoacxan, A. 50

STERILE| EO ®® EE] &] rrrr-Mm-aa

LTI ET ) .

A

ION: | 2.0 | ORIGINATOR: | Darya Gladun

ments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 « METUMKOM»
a umMnoprepa/npeacrasutens 8 PO ¢ 000 «dopcetu» Ha 000 «tMEIMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy. 20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0
Medivice Ltd Procedure Name: SOP-000053
Title: Document Management System
—

hment 8.6 Artworks/ Labels approval form / [Tpunoxenne 8.6 — dopma yTBepxaeHHA MAKETOB NEYATH /ITHKETOK

D PRODUCT ITEM TYPE OF ARTWORK/LABEL
M: NUMBER: 36005185 B noivinuat ] INNFR LABEL
[ tr.LaBer [J Box
[]1FU [] oTHER:
T |
1 pcs/wit REF 36005185 CHO08 @2,7mm
en  Closed Suction system with corrugated 450 mm

ru Karetep oaHopa3oBbik g/acnupayum Abix. NyTed: xateTep

3awmuen. Karu (3axpoir.acnupau.cucr.) ¢ rogp.Tpy6.
WwunoprepMpeacrasurens 8 PO:

‘ 000 «MEUMKOM», 197183, r. Carx-MeTepbypr, - XOOXXX
yn. Nonesan Cabuposcxasn, A. 43, nuT. 6 nom. 1
i Ten.8 (812) 334-37-64 _

o-mall: info@medimcom.ru

000 «Meansaiic»
Ne P3H 2021/14836 or 20.11.2023
‘ HetoxcHuno ‘ 222750, PecriyGnuxa Benapyco,

Munckan obn., [138pUHCKWA PanoM,
l MapxuposKe Ha KATETEPS TONMKO B USNAX WHANKALNK . ©aHMNOND, yn{l 3a801CXaN, :a 50

STERILE| EO @ ® [:m &I rrrr-mMm-A0

MLm= -

A

B -

by: Darya Gladun, Lead OF 7 @O
ved by: Tatsiana Rulko, Regulatory Specialist ( _—<72—
W

HISTORY PAGE

ION: | 2.0 | ORIGINATOR: | Darya Gladun ,
ments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 « MEJTUMKOM»
a uMnoprepa/npeactasutens B PO ¢ 000 «Popceru» va 000 «tMEIUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy. 20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

gchment 8.6 Artworks/ Labels approval form / Mpunoxenue 8.6 — Gopma yTBEpXKIECHHA MAKETOB NEYATH /ITHKETOK

Lo PRODUCT ITEM TYPE OF ARTWORK/LABEL
foM: NUMBER: 36019185 B mpivintiat ] INNER LABEL
O tr.LaBEL []BOX

[(J1IFU []oTHER:

1 pcs/wr | REF 36019185 CH10 23,3Mm

en  Closed Suction system with corrugated 350 mm

u Karerep oaHopa3oBuih p/acnupauum AsiX. NyTei: xaretep
3ammnwen. Katu (3akpuir.acnupauy.cucr.) ¢ rodp.rpy6.

WunoprepMpeacrasutens 8 PO:
000 «MEIVMKOM>, 197183, r. Canx-NerepGypr, - 00X
yn. NMonesan CaGuponcxan, a. 43, nuT. B nom.1
: Ton.8 (812) 334-37-84
e-mail: info@medimcom.ru 000 «Meausaiic»
Ne P3H 2021/14836 or 20.11.2023
HeToREHYHO 222750, PecnyGnuxa Genapycs,

Munckan o6n., [lsepwuncini panon,
r. danunonb, yn. 3asoackan, A. 50

STERILE| EO @ @ [:E] | fﬁ'l_] rrrr-mMM-aa

W, = -

Mapxuposxa Ha KATETOP® TONLKO B USNAX MHRANKAYWN

Pe

by: Darya Gladun, Lead OE %

ved by: Tatsiana Rulko, Regulato,

HISTORY PAGE

M
$rsion: | 2.0 { ORIGINATOR: | Darya Gladun

t‘ments: Changing the importer/representative in RF from 000 «®opcetu» to 000 «MEJUMKOM»
a umnoprepa/npeactasurens B PO ¢ 000 «®opcetu» na 000 «MEJIVMKOM» '

A\
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

chment 8.6 Artworks/ Labels approval form / [Ipunoxenue 8.6 — Gopma yTBepaeHHA MAKETOB TIEUATH /3TUKETOK

r(l).m PRODUCT ITEM TYPE OF ARTWORK/LABEL
M: NUMBER: 36021185 B woivipuar. [J INNFR 1 AREL
O tr.LaBEL [] BOX
o [J1IFU []OTHER:
1 pcs/wt REF 36021185 CH10 23,3mm
en  Closed Suction system with corrugated 550 MM

ru  Karerep oqHopa3oBLiit A/acnupauum AbiX. NyTeR: Kavetep
3awmuien. Karu (sakpoit.acnupauy.cucr.) ¢ ropp.7py6.

Wmnoprep/Tipeacrasurens 8 PO:
e e L83, I Ca O XXXXXX
4 Ten.8 (812) 334-37-84
’ N P3H 2053114836 or 30.41.2023 ‘ 000 Masmsier
::;::;::': N KATSTOPS TONMKD B LIENAX HHANKALINN Munckan 08n., [l3epxuHCKUA paioH,

r. ®anunons, yn. dasoackan, 4. S0

STEALE| EO ®® (13 &] FIrr-MM-A4

T T .

e

d by: Darya Gladun, Lead QE %

ved by: Tatsiana Rulko, Regulato, ialist

HISTORY PAGE

i
grsion: | 2.0 | ORIGINATOR: | Darya Gladun

tments: Changing the importer/representative in RF from 000 «®opcetu» to 000 «(MEJJUMKOM»
Ha uMnoprepa/npeacrasurens B PO ¢ 000 «dopcetu» Ha 000 « METTMMKOM»

| >

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy. 20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

t

‘chment 8.6 Artworks/ Labels approval form / [Ipunoxennue 8.6 — GopMa yTBEpKACHHA MAKETOB NEYATH /ITHKETOK

ID PRODUCT ITEM TYPE OF ARTWORK/LABEL
M: NUMBER: 36022185 INDIVIDUAL [ | INNER LABEL.
— —_— TR.LABEL []BOX
— IFU_[] OTHER:
1 pcs/ury REF 36022185 CH12 24,0mMm
en  Closed Suction system with corrugated 350 Mmm

fu  Karterep oaHOPa3oBLIR A/acNupauum Abix. NyTeH: KareTep

s3aumen. Katu (3akpbit.acnupay.cuct.) c rocpp.rpy6.
Wmnoprep/Tipeacrasutens s PO:

000 «MEJMMKOM>, 197183, r. Canr-MeTepbypr, - 200OXX
yn. Nonesan CaGupoecxan, 4. 43, nuT. 6 nom. 1

4 Ten.8 (§12) 334-37-64 000 «Magusaics

v o-mail: info@medimcom.ru 222750, PecnyGnuka benapyce,
Ne P3H 2021/14838 or 20.11.2023 Muncxan 00n., 136PXUHCKNA PEROH,
Hetoxcuyno r. ®anunons, yn. 3asogcxan, a. 50
MapKMpPOBKS HA KATETEPE TONMKO B LUENAX HHAWKSLMN

sene] €0 @@ |n| &] FITT-MM-A4

VMLm= -

&

by: Darya Gladun, Lead QE W

ved by: Tatsiana Rulko, Regulato

2
=
4

HISTORY PAGE

fsion: | 2.0 | ORIGINATOR: | Darya Gladun

t.ments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 «MEJJUMKOM»
a umnoprepa/npeacrasurens B PO ¢ 000 «Dopcetu» na 000 «METUMKOM»

A\

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy.
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

fechment 8.6 Artworks/ Labels approval form / Ipunoxenne 8.6 — ®opMa yTBepKACHHS MAKeTOB 11€4aTH /3TUKETOK

YT PRODUCT ITEM TYPE OF ARTWORK/LABEL
¢oMm: NUMBER: 36024185 B mnpivibuaL [ INNER LABFIL.
O Tr.LaBEL []BOX
[JIFU [] oTHER:
1 pcs/wiv REF 36024185 CH12 24,0mMm
en  Closed Suction system with corrugated 550 mm
U Karerep ofiHopasossifi A/acnupaumnn AuiX. NYTeH: xarerep
aawmuwen. Katu (3axpbit.acnupau.cucr.) ¢ rodpp.Tpy6.
000 ATV MKONMe, 197100 F Canns-Toreptly XXXXXX
yn. Nonesan Caﬁupoa'cxu, a.'«'s. nwr. é nowm.1 .
4 Ten.8 (812) 334-37-84
q e-mail: info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

000 «Meansaiice
222750, PecnyGnuka benapycs,
Hetoxcwno Muncxan oBn., JsepxunCini paion,
MapxupoBxa H8 KETETOPS TONLKO B UENAX HHANKALWN r. Ganunany, yn. 3asoackas, 4. 50

sTerLe| o @@ (1] ffﬂ [ITT-MM-AA

I

HISTORY PAGE

ﬁswn: ]

2.0 | ORIGINATOR: | Darya Gladun

Eents: Changing the importer/representative in RF from 000 «®opcern» to 000 «MEJJUMKOM»
a uMnoprepa/npeacrasurens 8 PO ¢ 000 «Popcetu» va 000 «MEJJUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

fachment 8.6 Artworks/ Labels approval form / Npunomesine 8.6 — GopMa yTsepiiIeniS MAKETOB NcyaTH /ITHRETOK

tl-»l:) PRODUCT ITEM TYPE OF ARTWORK/LABEL
: NUMBER: 36025185 INDIVIDUAL [] INNFR 1.ABF
O triaBeL [Jsox
(U []omuer:
1pesiur  |REF| 36025185 CH14 04,7mm
en  Closed Suction system with corrugated 350 mm

A

v Kaverep oaHOpasoBuiil A/acnMpaLMK AbiX. NYTeNH: KaTeTep
satymigen. Karu (3axpuiv.acnupan.cuct.) ¢ rodp.Tpy6.

Hnoprep/MipeacTasuTens 8 PO:

000 «MEGHMKOM>», 167183, 7. Carr-NerepSypr,

yn.nmuucma.dg.mr.sﬂaj xxxxxx
van.8 (812) 334-37-84

o-mall; info@medimcom.ru

Ne P3H 2021/14838 o 20.11.2023 000 sMeqvesitcs

222750, PecriySnnxa Senapyce,
Meticxan ofin., Asepuomconil padion,
1. PeHN0nG, yN. Jaacackas, A. 50

m'“lm ®® CE] d] rrr-mM-aa

HeToncwo
MApRNPORKE HA LATETEDS TOMLKD B HENNX WHINKALIG

NN el =
. HISTORY PAGE
: | 2.0 [ ORIGINATOR: [ Darya Gladun

ments: Changing the importer/representative in RF from OO0 «®opcern» to 000 « MEAUMKOM»
¢1a uunoprepa/npeacrasirens 8 PO ¢ 000 «®Popcerry Ha 000 «METMMKOM»

This Document is Confidential and Proprietary. Uniess Otherwise Marked, It is an Uncontrolled Copy.
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Document type: | SOP - Standard Operating Version: | 2.0
. Procedure Name: SOP-000053
Medivice Ltd Title: Document Management System
@ ent 8.6 Artworks/ Labels approval form / Tiprnowenne 8.6 — $opua yTBepKACHHS MAKETOB NEYATH /FTHKETOK
PRODUCT ITEM 'I'YPIOP ARTWORK/LABEL
uom. NUMBER: 36027185 % mm LARFI.
la.u\am.
ru [ omen
1pesiwt |REF| 36027185 CH14 B4,7Mm
en  Closed Suction system with corrugated 550 mm

o~

v Karerep OANOPAIOBLIN Q/ACNIMPALNM AbIX. NTYTOW: KaTeTep
saumminen. Karu (saxpuiracnupau.cucr.) ¢ ropp.tpyt.
HMMnopTepTipsacrasurens e PO
000 «MEAUMXOM», 187183, r. Conxcr-TloTepSypr,
yn. Nonesan CaSuposcan, 2. 43, nuT. B now. 1

Ten.8 (842) 334-37-64
o-mail:

info@madimecom.ns
Ne P&H 2021H4838 or 20.11.2023

mumm.mw

seme] o] (@)

Q@

[COT] XXXXXX

Q00 dhu-ab

mwm
. SANNNOND, YN. 3AB0ACKEN, A. 50

d] MT-MM-A4,

HISTORY PAGE
N: | 20 | ORIGINATOR: | Darya Gladun

ents: Changing the importer/representative in RF from OO0 «®opcemn» to 000 « MEJIHMKOM»
npeacrasurens 8 PO ¢ 000 «Dopeer 1a 000 «<MEITAMKOM»

This Document is Confidential and Propristary. Unless Otherwisa Marked, It is an Unconirolled Copy.
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

achment 8.6 Artworks/ Labels approval form / Mpunoxexune 8.6 - ®opma yTBEpXXAEHUA MAKETOB nevaTut /3STUKeTOK
‘/VLID Productltem type of Artwork/Label
ROM: number: 36028185 HtNnivinuAi. D inner LABEL
O tr.label D box
O iFU P other:

1 pc3/wT L ] 36028185 CH16 05,3mMMm

en Closed Suction system with corrugated 350 MM

ru KateTep ogHOpa30BbIv A/acnupaunmn abix. nyTei: KaTeTep
3awmuleH. Katu (3akpbIT.acnupaw,.cuct.) ¢ rogp.Tpyo.

WmnopTep/MpeacTaButens B PO:

000 «MEAMMKOM>», 197183, 1. CaHkT-MeTep6ypr, XXXXXX
yn. Nonesas Cabuposckas. A. 43, nuT. b nom.1

Ten.8 (812) 334-37-64

e-mail; jnfo@medimcom.ru o
000 «Mepgusamnc»
Sg P3H 2021/14836 ot 20.11.2023 222750, Pecny6auka Genapych.
ETOKCUYHO Ml MuHckas 06n., 3epXUHCKNIA paiioH,

MapkupoBka Ha KaTeTepe TO/IbKO B LeNsiX WHAUKALNN r ®aHunoNb, yi. 3aBoACKas, 4. 50

STERILE EO CE rrrr-mm-g4

102030405060708090
rrr-MM-AZ,

ired by: Darva Gladun. Lead OE
oved bv: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
*rsion: 2.0 Originator: Darya Gladun
nments: Changing the importer/representative in RF from OO0 «®opcetu» to OO0 «MEAVIMKOM»
fHhumnopTtepa/npeactasutens 8 P® ¢ OO0 «dopceT» Ha OO0 «MEAVMKOM>»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

ichment 8.6 Artworks/ Labels approval form / Mpunoxexue 8.6 - ®opma yTBEp>KAEHNSA MaKeTOB MeyaTn /3TUKETOK
\LID Product ltem TYPEOFArtwork/Label
10M; number; 36030185 O individual O inner label
U tr.label Q box
O iIFU M other:

1pcs/wt  REF 36030185 CH16 05,3MMm

en Closed Suction system with corrugated 550 MM

ru  Kartetep 04HOpa30BbIV A/acnupauun abiX. NyTen; KateTep
3awmuleH. Katn (3akpbiT.acnupad,.cuc!.) ¢ rogp.tpyo.

Mmnoptep/MpegcrtaButens B PO:

000 «MEAWMKOM>». 197183, r. CaHkT-MeTep6ypr, [L 0 f| XXXXXX
yn. Nonesas CabupoBsckas, 4. 43, nut. b nom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru 000 «Meamsaiics

us P3H 2021/14836 ot 20.11.2023 222750, Pecny6nnka Benapyce,
ETOKCMUHO B 1 MuHckas 06n., [l3epXUHCKNiA paiioH,
MapkupoBKa Ha KaTeTepe TONbKO B LeNAX UHANKALUY . GaHnnonb. yi. 3a80AcKas, 4. 50
STERILE EO T |W[ Frrr-MM-A40
102030405060708090
rrrr-mMmM-az
n

ired by: Darva Gladun. Lead OE
«ved by: Tatsiana Rulko. Regulatory

HISTORY PAGE
KSION: 20 Originator; Darya Gladun
«ments; Changing the importer/representative in RF from OO0 «®opcetu» to OO0 «MEAVNMKOM>»
LW umnoptepa/npeactasutens B P® ¢ OO0 «PopceTn» Ha OO0 «MEAVNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20
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MpoHYMepoBaHo, NPOLLUHYPOBaHO
BCEro /IMCTOB _JS
AnpekTop .B.Cepagpmmos

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



Mopog ®PaHunonb, [A3ep>XUHCKUIA parioH, MunHckast o6nactb, Pecnyb6nnka
Benapycb. TpeTbe anpens ABe TbiCAYM ABafLaTb YeTBEPTOro roja.

A, CamcoHoBa CBeTnaHa BsaveenaBoBHa, HoTapuyc MMUHCKOro
061aCTHOro HoTapuasibHOro OokKpyra (CBMAETENIbCTBO Ha OCYLLLEeCTBJ/IEHUE
HOoTapuanbHOW fesATenbHocTM Ne 631, BblgaHHOe MUWHUCTEPCTBOM
octnuynm  Pecny6nnkn benapycs 19 maa 2014 r.) CBUAETENbCTBYHO
BEPHOCTb 3TOW KOMUW C MNOA/IMHHUKOM AOKyMeHTa. B nocnegHem
NOAYNCTOK, TMPUNUCOK, 3aYEPKHYTbIX C/I0B, WHbIX HEOr0BOPEHHbIX
MCNpaBfiEHN NN KaKNX-NM60 0CO6EHHOCTEeN He nMeeTCs.

3aperncTtpupoBaHo B peecTpe 3a Ne 1- 292,
B3blekaHO HOTapuanbHOro Tapudga 48 pyonei.

Bcero npowmnTo, NpoHymMepoBaHo
CKpernaeHo neyatbio Ha 34 (Tpug]
nucTax.

HoTapuyc

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Maker MapKHpPOBKH IpyINIOBOi# YIIAKOBKH
Ha MEIHLHCKOE H3/ACIHE

«Karereps! 0HOPa3OBEIE AJiS aCTIMPAIMH JABIXATeILHBIX ITyTel»

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



Medivice Ltd

Document type:

Title:

Procedure

SOP - Standard Operating

Version: 2.0
Name:

Document Management System

SOP-000053

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHne 8.6 - ®opma yTBEPXKAEHNA MaKETOB MevaTu /STUKETOK
TYPE OF Artwork/Label
O iINOIVIDIfAL H inner LABFT

Valid
from:

Product Item

number:

75 pcs/wrt [REF

En Sucf. Cath. Vaeutip Couda

09Q.35185

09035185

O tr.label

D box

O iFU O other:

CH12 04,0mm

Ru KaTtaTap oHOpa30BbIii A/acnupauumn abixaTasibHbIX NyTai:
Katatap Monnm ¢ BakyyM*KoHTponam BakyTtun (Vaeutip),

TMn Kypa
Wmnoptep/
MpeacTtaButens B PO;
000 «MEAVMKOM»
197183, r CaHKT-lMNeTepbypr
yn. Monesas Cabuposckas,
A. 43, uT. b MOM.1
Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru
N6 P3H 2021/14833 ot 20.11.2023

102030405060708090

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

600MMm

ww XXXXXX

000 «Megusaiic»
222750, Pecny6nuka benapycb,

MuHckas 06n., [l3epXWHCKUIA paiioH,

r. ®aHunons, yn. 3aBoackas, g. 50

rrrr-MM-aga

rrr-Mm-ag



Document type: SOP - Standard Operating

Procedure

Version:

Medivice Ltd Name:

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form /Mpunosxenue 8.6 - ®opma yTeepxaeHus

2.0
SOP-000053

MaKeToB rnevaTtn /3TUKETOK

Valid Product ltem TYPEOF Artwork/Label
from: number: 12001185 M INDIVIDUAL B INNF.R LABFI.
O tr.label Q box
O iFU O OTHER:
100 pes/wT REF] 12001185 CHO4 01,3Mm
En Muliy Suct.eat.M«trle/fun.
Ru KataTtap ogHOpa3oBblii g/aenupaunn AbiXxaTasbHbIX nyTaii: 330MM

KaTtaTtap MION/M MaTpUYackunii @€ BOPOHKOO6P.KOHHAKTOPOM
Wmnoptep/
MpepctaButens B PO:
no00O «MEAVMKOM>»
197183, r. CaHXT-MBTBPOYpPr
yn. Monesas CabupoBckas,
A. 43, nut. b MOM.1
Ten.B (812) 334-37-64

e-mail: info@medimcom.ru
LLIP3H 2021/14836 BT 20.11.2023
Hatoken4yHo

102030405060708090

L XXXXXX
000 «MepuBsaiic*
al
®

r. daHunons, yn. 3aBoAckas,

£ d rrr-mv-aa

FIrr-MM-A7,

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

222750, Pecny6nuka benapyco,
MwuHckas 061., [3epXXUHCKUIA paiioH,

Aa. 50



Document type: SOP - Standard Operating Version: 20

Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxxeHne 8.6 - ®opma yTBEPXKAEHNA MaKeTOB MevaTut /STUKETOK
Valid Product ltem TYPEOFArtwork/Label

from: NUMBER: 12002185 I_I individual wn inner | ,ABFI,
O tr.label D box
O iFU O other:

100 pcs/wT RE- 12002185 CHO6 01,7Mm
En Mully Suetest.Metric/Tun.
Ru KateTep ogHOpa30BbIii A/aenvpauny AbixaTeslbHbIX MyTei:
KateTep MIO1/IM MeTpUYeckuii ¢ BOPOHKOOGP.KOHHEKTOPOM 330mm
mnoptep/
MpepctaButens B PO: XXXXXX

000 «MEAVMKOM»
197183, r. CaHKT-MNeTepbypr

yn. NMonesasa Cabuposckas, 000 «MepguBaiic»

4. 43, nut. B MOM1 222750, Pecny6nuka Benapyco,
Ten.8 (812) 334-37-64 MuHckas 06n., [13ep>XXUHCKUIA paiioH,
e-mail: info@medimcom.ru r. @aHunons, yn. 3asofckas, 4. 50
T p3H M 2V/1w e o7 20.11.2023

HeTokcuuHo l d rrrr-mv-aa
102030405060708090

rrrr-Mm-ag,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form /MNpunoxeHne 8.6 - ®opma yTBep>KaeHNA MakeToB nNeyaTn /3TUKETOK
Valid Product ltem TYPEOF Artwork/Label
from: number: 17003185 O individual S inner label

O tr.label G box
O IFU O OTHER:

100 pcs/wT REF 12003185 CHO6 02,0MM
En MuNy Suct.eat.MMriemjn.
Ru K«TtT»p ogHOpas3oBbIi A/acnnpauynn gbixatebHbiX MyToi:
KateTep MO/ METPUYECKNIT € BOPOHKOO6P.KOHHEKTOPOM 330MM
WwmnopTep/
MpeactaButens 0 PO: C:OT| XXKXXX
000 «MEAVMKOM»
197183, r. CaHkT-lMeTepbypr
yn. Nonesas Cabuposckas, 000 «MepguBaiic»
A. 43, ut. bnom.1 222750, Pecny6nuka benapych,
Ten.8(812) 334-37-64 e J MuHckas 06n.. [13epXXuHckuii paiioH,
e-mail; info@medimcom.ru r ®aHunons, yn. 3aBoackas, 4. 50
T P3H 2021/1483s o1 20.11.2023
HeToKcMuHO rrrr-MM-p'D'
102030405060708090 FITT-MM-42

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating
Procedure

Version: 2.0

L Name: SOP-000053
Medivice Ltd

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form /NpunoxeHne 8.6 - ®opma yTBep>aeHns MakeToB neyatn /3TMKETOK
Valid Product Item

TYPEOF Artwork/Label
FROM: NUMBER: 13032185 O individual PATNNF.RI.ABF.I.
O trxabel D box
O iFU O other:
100 pes/wT | RE- 13032185 CHOB 02,7MM
En Mully Suet.catMetricffun.
Ru KataTtap oHopa3oBblii 4/acnupaunn gblKaTaibHbIX nyTai: 530MM
KaTtatap Monnn ManI/ILIaeKI/II‘/‘I [+ BOpOHKOOGp.KOHHaKTOpOM
Mmnoptep/
MpeactaButens B PO’ LU XXXXXX

000 «MEANMKOM>»
197183, r. CaHTr-MNBTBP6YPr
yn. Monesas Ca6uposckas,
A. 43, nut. b MOM.1
Ten.8(812) 334-37-64
e-mail; info@medimcom.ru

000 «Mepausaiic»

2227S0, Pecny6nuka benapychb,
MuHcKas 06., [13epXXUHCKUIA paiioH,
r. daHunons. yn. 3aBofckas, 4. 50

O P3H 2021/1489« 0T 20.11.2029
d Trrr-Mv-Ag
102030405060708090 2 rrrr-mMM-aa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0
Medivice Ltd Procedure Name: SOP-000053
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / l'lpunomenné 8.6 — ®opma yTBepXkIeHHS MAKETOB NevaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 13082185 I—I INDlVIDUALD& INNER L.ARFI.
(O tr.LaBEL [ BOX
[J1FU []oTHER:
100 pcs/wr | REF] 13082185 CH10 @3,3mm
En Mully Suct.cat.MetricMun.
Ru Klmop Wauul dlcmpluuu mmx IIYN. $30Mm
umopnpl "
fNpeacraswrans » PO. XXXXXX
pra e [
197183, r. Cavxv-ferepSypr «Mi
# yn.‘gomu; Ct&;pml-. %’gw.m- Benspycs,
A. 43, 1. B nom. ofn.,
Ton 8 (812) 334-37-64 T Gwnom, jn Sesoncess, & 50
e-mail: info@medimcom.ru
unuammusuauum * ® U FTIT-MM M
IIII||IIII|III|I|III|II|I|IIII|IIII|| & rrramean
L

A
Wrepared by: Darya Gladun, Lead QE
ppproved by: Tatsiana Rulko, Regulatory Specialis

~” HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «ME[JJUMKOM»
Cmena umnoprepa/npeacrasutens B PO ¢ 000 «Popcetu» Ha 000 « MEAUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy.

20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — ®opma yTeepkaeHHS MaKeTOB NEYaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12062185 B INDIVIDUAL [X] INNER LABEL.
- — TR.LABEL []BOX
[JIFU [] OTHER:

100 pcs/uir - 12062188 CHOS 82,7Tmm
En Multy Suct.cat.Metricun.

Ru Kaverep ;ncopuolu. dunuplm ;uunnsuux nyvll S00MM
P Monnm meTpn P P

Wwunoprep/

Npagcrasurens 8 PO: - JOOXXX
000 «<MEQUMKOM»

197183, r. Carmcr-Netepbypr 000 «Meawaaiic»

yn. Monesan Cabupoecxan, I 222150, Pocnyumn Genapycs,

A 43, rwr. B nom. 1
Ten.8 (812) 334-37-64
’ e-mail. info@medimcom.ru

umu?:uu""'[é'l_”_] * ® &ﬂ rrrr-Mm-an

WHTHRHET0 A O L S eeesoeaa

ro-«mns yn 3asoncxan, 4. 50

$Prepared by: Darya Gladun, Lead QF
Ppproved by: Tatsiana Rulk iali o

HISTORY PAGE

VERSION: | 2.0 [ ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from 000 «®opceru» to 000 « METUMKOM»
Cmena umnoprepa/npeacrasurens 8 PO ¢ 000 «Dopceru» na 000 «MEMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 oF 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Medivice Ltd

Document type: | SOP - Standard Operating Version: | 2.0
Procedure Name: SOP-000053
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / [Tpunoxeuue 8.6 — Gopma yTBepKIeHHA MAKETOB MEYaTH /ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12078185 [Impivibuat. [X] INNER 1.ARFL
O tr.LABEL []BOX
[J1FU []oTHER:
100 pcs/wr - 12078188 CH10 B3,3um
En Mully Suc!.mlwdolhm
Ru K P T ] ax H
N arerop Woru T tonnh > Bopemoty "Y"“ 500Mm
Wnnoprep/

Mpeacrasutens 8 Po: XXX

000 «MEJIUMKOM>»

197183, r. Casncr-NeTopSypr

yn. Nonesan Cabuposcxan, 000 «Mepnssiic»

A. 43, mv. 6 nom 1 ‘ 222760, r‘omy&mn lhuauyn

Ten. 8 (§12) 334-37-84 obn., .
4 o-mail: info@medimcom.ru . Oamnone, yn. Meunas
“ . P3H 2029/14838 or 20.91.2023

mie] * @ ol rroruman

I||||I||IIIII|III|II||| IHIN R rrersn-na

. |

1

repared by: Darya Gladun, Lead QF
P\pproved by: Tatsiana Rulko, Regulato

HISTORY PAGE

VERSION: |

2.0 |

ORIGINATOR:

| Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «tMEJTUMKOM».
Cmena uMnoprepa/npeacrasurens B PO ¢ 000 «®opcetw» va 000 «tMETUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 or 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Document type; SOP - Standard Operating Version: 2.0
Procedure : -
Medivice Ltd - Name SOP-000053
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBepXAEHNSA MAKETOB Nneyvatn /3TUKETOK
Valid
FROM:

Productitem TYPEOFArtwork/Label

05082185 M INDIVIDUAL K1 INNER 1ABFI.
Q tr.label D box
O IFU O other:

number:

100 pcs/wT w ] 05082185 CH12 04,0um
En Mully Suet Cathotor/Funnel
Ru KaTeTep ogHOpas3oBbIit A/aonvpaumm gbixaTeNbHbIX nyTei: 600MM

KaTeTep MIo/1IM C BOPOHKOOGP.KOHHEKTOPOM
WmnopTtep/

MpeacTas/rrens B PO:

000 «MEANMKOM>»
197183, r. CaHKT-MeTepbypr
yn. Nonesas Cabuposckas,
A. 43, nuT. B MOM.1

1
TOT  XXXXXX

000 «MepguBaiic»
222750, Pecny6nnka benapycs,

- MuHckas 06:., [,3epXXUHCKNIA paitoH
Ten.8 (812) 334-37-64 H r. daHunons, yn. 3aBoackas, 4. 50
e-mail: info@medimcom.ru
NS P3H 2021/1483« o1 20.11.2023
HeTokcnuHo eTBAKE (2) d rrrr-mv-an
102030405060708090

2 Irrr-mMm-aa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / [Tpunoxenue 8.6 — ®opma yTBEpXACHHSA MAKETOB NEYATH /ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 05087185 [ moivipuar. [X] NNEFR 1 AREL
(O 1r.LABEL [JBOX

[J1FU []oTHER:

100 pes/wy [REF| osos718s CH14 B4,7un
En Mully Suct Catheter/Funnel
Ru Kaverep ognop ¥ APALMNN ShIXE nyved: 800MMm
xaverep Mionnn o Bop Sp. P
Huwupl
peacTasuTens 8 PO: AXAXXX
OOO «MEQUMKOM>»
197183, r. Camr-TeTepSypr Meanss
yn. Nonesan CaSuposcxan, 022207;0 p.a,::;u
4 A. 43, rwr. 6 nowt. 1 Mwicxan o6n., /) pavion,
Ten.8 (812) 334-37-64 r. Sarwnone, yn. 3asoacxan, g. 50

e-mail; info@medimcom.ru

nmmyﬂ& ? ® & rrrr-MmmM-ga

TR0 AOT T 2 s

4
anared by: Darya Gladun, Lead QF / m
ppproved by: Tatsiana Rulko, Regulatory Specialist S (%  —

HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: { Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opceru» to 000 «t METUMKOM»
Cmena nmnoprepa/npeacrasutens B PO ¢ 000 «dopcern» Ha 000 « MEJUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, it is an Uncontrolied Copy. 20 or 20

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU //



Document type: | SOP - Standard Operating Version: 2.0
Medivice Ltd Procedure Name: SOP-000053
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / punoxenue 8.6 — ®opma yTeepcHHs MAKETOB NeYaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 05090185 D INDIVIDUAL & INNFR | ABFI.
[OJtr.LABEL []BOX
[JIFU [] oTHER:
100 pcs/wr 05090188 CH16 55,3um
En Muity Suct Catheter/Funnel
Ru Kaverep oAnOpaIossIit A/8CIMPALMN RAIXETSARMME TyTe: §30MM
um Mionnw 0 80poNKnoSp. XOHNEKTOPOM
Npeacrasurens 8 PO: 20X X
ST
1 , . Camr.
yn. Nonesan CaGuposcxan, 223(7’53 p.,,’g,‘:u Benapycs,
4 A. 43, rmr. B nom.1 Mwicxan o6n., [130pnmiCxinit pSRoH,
Ton8 (812) 334-37-84 o T ©sHmnone, yn. 3asoacxen, 4. 50
N PIH 2021114838 o7 20.11.2023
ot « D] rrrmm-an
MORVTRR O AN VMIORN 1I 2  rreron-na
o«

S A
?pared by: Darya Gladun, Lead QE

pproved by: Tatsiana Rulko, Regulatory Specialist {

HISTORY PAGE

VERSION: | 2.0 |

ORIGINATOR:

| Darya Gladun

Cmena uMnoprepa/npeacrasutesna B PO ¢ 000 «Popcetu» Ha 000 «MEJAUMKOM»

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 « MEJUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 oF 20

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Document type: | SOP - Standard Operating Version: | 2.0
- Procedure Name: SOP-000053
Medivice Ltd -
Title: Document Management System
Attachment 8.6 Artworks/ Labels approval form / IIpunoxenue 8.6 — QopMa yTBepkICHHS MAKETOB NEYaTH /3THKETOK
VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 05094185 [ moivibuat. K] INNER 1 AREL
[(Jtr.LABEL []BOX
[JIFU []OTHER:
100 pcs/wr 05094185 CH18 26,0mm
En Mully Suct Catheter/Funnel
Ru Karerep 0ANOPRIOELN Q/ACTINPELMN ALIXETENLHLIX NYTEH: $30MM
“mp Mionnu ¢ 8opoHKootp KOHHONTONOM
» PO AXXXXX
000 «MEAUMKOM»
197183, r. Cancr-NeTepbypr
yn. NMonesan CaBupoacxan, 000 «Megusaicr
L) 2. 43, nwr. B now. 1 u 222750, PecrySrwa Bonapyce,
Ten.B (812) 334-37-64 My ofin., flsep a R
m:;nnnaa ;va."gu r. anmnone, yn. 3asaacan, 4. S0
Heroromeno ? ® ﬁ Frrr-Mm-aa
ATV TR O 8 rrrrsona-ma
»
/7
ared by: Darya Gladun, Lead QF
pproved by: Tatsiana Rulko, Regulatory Specialis'
HISTORY PAGE
VERSION: | 2.0 | ORIGINATOR: | Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 «MEJJUMKOM»
Cmena uMmnoprepa/npeactasutens 8 PO ¢ 000 «dopcetu» va 000 «MEITUMKOM»
This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy. 20 0F 20

1
& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / [Tpunoxetne 8.6 — Gopma yTBepXAEHHS MaKETOB NEYaTH /ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12036185 [T inoividual. [X) INNER | ABEL
[ tr.LaBEL [JBOX

[J11FU [] OTHER:

75 pesiur 12038185 CHO4 91, 3mm

En Suot. Cath. Vacutlp Metrio
Ru Karerep P [ nyTe:
xarevep Mwonnn unpmoml 350mm
© Baxyyu-xonrponem Baxyrun (Vacutip)
Wwnoprep/

/ Npeacrasurens & PO: 2000XXX

> 000 «MEQWMKOM»
197183, r. Caemxr-MToTepSypr
yn. Nonesan Cabupoacxen, 000 «Mapusaic»
A. 43, rmr. 6 nom. 1 222750 Pocnyﬁtma benapyce,
Ten.8 (812) 334-37-64
o-mail: info@medimcom.ru rOamnom yn Sunnan A 50
N2 P3H 2021/14830 ot 20.11.2023

it fomeme] o] ? ® (] rrrr-mm-an
NCHR AT UNRRRT 3 s

proved by: Tatsiana Rulko, Regulatory Specnahst

vaared by: Darya Gladun, Lead QE

HISTORY PAGE

VERSION: | 2.0 [ ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 « METUMKOM»
(mena nmnoprepa/npeacrasurens 8 PO ¢ 000 «Dopceru» va 000 «MEITUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy. 20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — ®opma yTBepkICHHA MAKETOB NE4aTH /3THKETOK
VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12037185 O inpivibuar X) INNER 1.ABEL
O tr.LaBEL []BOX

[J1FU [] OTHER:

75 pes/ur - 12037185 CHOS 21,7mm
En Suot. Cath. Vaoutip m
Ru K P OANOP PALMN AMIXETENL NI NYTOH:
xaverep Monnu ummﬂ 350Mm
[ mwm Baxyvwn (Vacutip)
p Mpeacrasmene s PO: XXXXXX
000 «MEQUMKOM»
197183, r. Casixr-NeTepbypr 000 eMegnsaitc»
yn. Nonesan Cabuposcxan, ‘ 222750 Poaw&mu Suupycs
A. 43, rmr. B now. 1 PAROM,
Ten.8 (8\2) 334-37-64 r Ommm yn :umcna A 50
o-mail: i medimcom.ru
N2 P3N 2921114838 ot 29.11.2023

wromrwe o] R Q) ] rrrraum-an
DOUITEEC O DN ARERRU I 8 rrve-sanecaa

HISTORY PAGE

VERSION: | 2.0 [ ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opceru» to 000 « MEITUMKOM»
ueHa umnoprepa/npeacrasurens B PO ¢ 000 «Popcetu» Ha 000 « METTMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy. 20 or 20
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd- Procedure Name: SOP-000053

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / ITpunoxexue 8.6 — ®opma yTBep)KACHHUS MAKETOB NEYaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12039185 O mnivinuaL [XJ INNER LABEL
[JTrraBEL [JBOX

[JIFU [] OTHER:

75 pesiwr [REF| 12039185 CHO6 22,0Mm

Ru Karerep oanopaIoasd o/ DAL ARIXE HLIX MYTOR:
oo f

P Lol 530mm
© saxyyu-xouvpones Baxyrwn (Vacutip)
WVimnoprep/
! Npeacrasurens 8 PY: XXXXXX

000 «MEQUMKOM» 000 «Megweaics»
197183, r. Covxr-NeTepbypr 222750, Pecriy6rmss Benapycs,
yn. Monesan Cabwposcxan, ‘ M obn., laep A PORON,
A. 43, v, B now. { . Ganwnore, yn. 3asoacxan, A. 50

Ton.8 (812) 334-37-64
e-mail: info@medimcom.ru
e PIH 2021/14836 ov 20.11.2023

Heorommre®. [rewa] 0] f W (] rerr-mm-nn
IO TR AT 2 e

L S

4
»
krepared by: D
Approved by: Tatsiana Rulko, Regulatory Specialist g"/ e X
25
HISTORY PAGE
VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEIUMKOM»
Cmena umnoprepa/npencrasurens 8 PO ¢ 000 «dopcetn» na 000 <MEJUMKOM»

This Document is Confidential and Proprietary. Uniess Otherwise Marked, It is an Uncontrolled Copy. 20 or 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU /é’
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Document type,; SOP - Standard Operating Version; 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBEPXKAEHNA MAKETOB Neyatn /3TUKETOK
Valid Product ltem TYPEOF Artwork/Label
FROMt number: 12044185 O individual H innor label

O tr.label [l BOX
O iFU O OTHER:

75 pcs/wt iiil 12044185 CHO08 02,7mMM

En Suot. Cath. Vacutlp Metric
Ru KaTeTep oHOpa30BbIi f/acnupauun AblXaTeslbHbIK NyTei:
KaTeTep Monn MeTpuyeckuii 530mMm
e BaKyyM-KOHTposiem BakyTtun (Vacutip)
WmnopTep/

Mpepctasutens B PO: LOT XXXXXX

000 «MEAVMKOM>»
197183, r. CaHKT-lMeTepbypr
yn. Nonesas Cabuposckas,

4. 43, ut. B NOM.1
Ten.8 (812) 334-37-64

000 «MeguBaiic»

222750, Pecny6nuka benapycb,

MwuHckas 061., [13epXXUHCKWIA paiioH,
r. ®aHunons. yn. 3aBogckas, ga. 50

e-mail: info@medimcom.ru
T p3H20214a3a 0T 20.11.2023

HETOKOMINO  eRiLe 0! A rrrr-mMmm-aa

102030405060708090 2 IIrr-MM-4a

w
O]
Prepared by: Darva Gladun. Lead OE
\pproved by: Tatsiana Rulko. Regulatory Specialist

Version: 2.0 Originator: | Darya Gladun
Comments: Changing the importer/representative in RF from OOO «®opceTu» to 000 «MEANMKOM>»
CwmeHa umnopTtepa/npeactasuTens B PO ¢ OO0 «dopcetu» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Othenwise Marked, Itis an Uncontrolled Copy. 20 OF 20
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Document type: | SOP - Standard Operating Version: | 2.0
Procedure Name: SOP-000053
M
edivice Ltd Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form /

mnoxenne 8.6 — Gopma

HA MAKETOB NEIATH /ITHRETOK

VaALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: ]m_l_aﬁ INDIVIDUAL INNER LABCL
TR.LABEL BOX
L11FU_{] orHeEr:
78 pes/mr 12040188 CHI0 @3,3vm
En Sust. Cath. Vesutip Matrle
R Kevevap apopaaosiill S/ACIMPSIIM ARCTNTORLIMIE FYTHIC
savevep Whesn S00wm
4 & BaKyym-xonTpenes Bexyrun (Vaeutip)
t Wml“.& LOT] 00000X
10718'3. [ clrcmw e Putriybroncs Benapyce,
m SSUPORAKAR,
A- 43, trr B w1 mm m

Bw

Hereearae f@ ] erer-mm-an
I|||||||I|||-||||||I||| R

HISTORY PAGE

| VERSION: | 2.0 | ORIGINATOR: _

Darya Gladun

[Comments: Changing the importer/representative in RF from 000 «®opcerm» to 000 «METUMKOM»
Cuena umnoprepa/npeacrasurens 8 P® ¢ 000 «®opcetnn na 000 «METUMKOM»

This Document is Conficential and Proprietary. Uniess Otherwise Marked, It is an Uncontrolled Copy.

200r 20
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Document type: | SOP - Standard Operating Vversion: | 2.0
Procedure Name: SOP-000053
Mediv
edivice Ltd Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / Npunomenue 8.6 — GopMa yTEEPKACHHS MAKETOB NICYATH /ITHRETOK

YALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12086185 D INDIVIDUAL @ INNER LABFL
O rreaser CJBox
[[13FU_[[] oTHER:
78 pesiory (REF| 12088188 CH12 94,0um
Bn Suct. Cath. Vasutip Metris
Ru Kaverop aapapasaecit AHNCIMPMEN SIXETORHLI WYTOA.
ERTIVOP MROAMNN MOTRIFORS N [ T
& sawyyw-xoiwpones Bucgrenn (Veeutip)
! PowgéTasuTen, & PO: LOT] rooxxxx
000 «MEQMMKOM»
mm.:c-nnm ahbasunaiics
rﬁ.m B nom 1 mo& plbion,
Ton.3 (817) 334-27-84 :m'iﬁmuo
umm‘uamm

e )

. X"

£ o rrraman
NTETRR U ORR (INRI & rresnna

VERSION: | 2.0 |

ORIGINATOR:

| Darya Gladun

Comments: Changing the importet/representative in RF from 000 «®opcetn» to 000 «MEIMKOM»
| Cwena nMnoprepa/npeacraskrens s PO ¢ 000 «Popeernr va 000 « METHMKOM»

This Document is Confidential and Proprietary. Unless Otherwies Marked, It is an Uncontrolied Copy.

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

Document type: | SOP - Standard Operating Version: | 2.0
Procedure Name: SOP-000053
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / Mpunoxenue 8.6 — GopMa yTBEPKACHHS MAKETOB NEYSTH /ITHKETOK

VALD PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12088185 () moivipual [K) INNER LABEL
O mwoaseL [(JBox
[1ru_[]oTHER:
78 pesiur 12088185 CH14 84,7wm
Bn Suct. Gath. Vaeutip Metrie
Ru Kntorep opuopeioatill /asnnpagm Juarenshsix nyTed:
caversp Mhannn warpuvecsed [
& oayyv-mnrpomes Baxyvuen (Vasullp)
Npsocraserens & Pe: LOT] xoexxxx
197133.:!2’.-741':%9' 000 sMagmesics
A 4, vy, 6 nom. 1 Nencxan ofin., fsepmousscost
Ten.8 (812) 304-37-84 & Dommone, ya. Jssoncesn, &, 50
- P o 204290 X
43D M rr-sman
MRV R & rsesa
7
o

__HISTORY PAGE

| VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

. Comments: Changing the importer/representative in RF from 000 «®opcern» to 000 «MEITUMKOM»
Cwuena uMnoprepa/npeactasurens B PO ¢ 000 «Dopeetwn na 000 « MEITHMKOM»

This Document is Confidential and Proprietary. Uniess Otherwise Marked, H is an Uncontrolied Copy.
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Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medlvi
e Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / Tipunometine 8.6 — DopMa YTBEDKACHHS MAKCTOB NEYATH /ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12090185 O NoivipuaL [X] NNER LABEL
O mr.LaBer [JBox
[JFU [JoTHER:
75 pesiusr [REF| 12000188 CH1S 95,3
En Sust. Cath, Vaoullp Metrle
Ru Katerep OApopeIcait A/ormpayen SuIETORMIRX Tyved:
aTovep Msannn HETPHVEON $00um
© Banyy-usuvpanca BaryTon (Vasulip)
NpeacTeawrem s PO: LOT] so000xx
QOO «MEJMMKOM» .
187103, . Comr-Nereplypr 000 cagpaaiice
yrt. Nonesen Caluposcasn, 222730, PecryGmus Beaspycs,
A 43, nr. 5 noae | Mneoxan obn., laepaemcxnil padio,
Ton,8{012) 334-37-84 1. Dasinons, yn. Sasagoxan, a. 50
P ot Ie11 0

b ] D ] rrramecan

NGRS I & ereesnmn

L

HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from 000 «®opcern» to 000 « MEJUMKOM»
Cwuena nunoprepa/npencrasnrens » PO ¢ 000 «®opeern» ua 000 «METAMKOM»

This Document is Confidentis! and Proprietary. Unless Otherwise Marked, K is an Uncontrolled Capy.
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Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: | SOP-000053

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / ITpunoxesne 8.6 — GopuMa yTepaaeHHE MAKeTOB NEYATH /STHKETOK

VALIDD PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12091 O inoivipuAL JX] INNER LABEL
[J TrRLABEL []BOX
C1ru ] otHER:
75 posiur (REF| 12001128 CH18 36,00
I Sust. Cath. Vaoutip Metro
R Kaverep aRHIPRIOBLIN ASACNPININ SIAETIALNLIX NYvoR:
«arevep Mswum mevpanesol S00mm
¢ Bamyyw WesTpanaM Bany (i (Vaoulip}
s o000
GO0 cMegsaasics
197183, r. Casar-Tereplypr Pacryfinwea
iﬁs.m 5 now.1 m""m" ol
Tt 013) 84 r. Sennone, ¥n. Sasoateen, 3. 50
e PIH S024/44538 ot 20. 41,0080

e £ ¢ rrruman
MW 8 rrssena

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from 000 «®opceru» to 000 « MEAUMKOM»
Cmena uMnoprepa/npeactasnrens s PO ¢ 000 edopcerny» wa 000 «METUMKOM»

. This Document is Confidentinl and Propeietary. Unless Otherwise Marked, It is an Uncontrotied Copy. 20 or 20
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Hponyueponano, npomgyponano
BCEro JIMICTOB

HAupextop _

<N




Mopoag ®aHunonb, A3epXUHCKUIA paloH, MunHckasa obnacTtb, Pecnybnuka
Benapycb. TpeTbe anpens ABe TbICAYN ABajLaTb YeTBEPTOro roga.

A, CameoHoBa CBeTnaHa BsavecnaBoBHa, HoTapumyc MMWHCKOroO
06/11aCTHOr0 HOTapuasibHOro okpyra (CBMAETE/IbCTBO Ha OCYLLECTBJ/IEHME
HOoTapuanbHOW feATenbHocTn Ne 631, BblgaHHOe MWHUCTEPCTBOM
tocTnumn  Pecnybnuku benapycb 19 mas 2014 r.) CBUAETENLCTBYIO
BEPHOCTb 3TOMW KOMUM C MNOA/IMHHMKOM [AOKYMeHTa. B nocnefHem
NOAYNCTOK, MPUMUCOK, 3aYEPKHYTbIX C/0B, WHbLIX HEOroOBOPEHHbIX
MCcrpaBieHNn UNN KakKnxX-1nbo 0CoOBEHHOCTe He nmMeeTcs.

3aperncTtpupoBaHo B peecTpe 3a Ne 1- 291.
B3bickaHO HOoTapmnanbHoro Tapuda 48 pyb6neii.

HoTapwu

Bcero npownTo, NPOHYMEPOBAHO N _
CKpensieHo neyartbio Ha 23 (aBagua%oel™ rp x|
nncrax.

HoTapunyc

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Meangaiic»
22, __B.B.Cepadumon
A 2 A 2024

[
MakeT MapKHpOBKH TPaHCIIOPTHOM YNaKOBKH
Ha MEAMIAHCKOE H3/CITHE
«Karerepn 0qHOpa30BEIE AJIA aCITMpaLMK JEIXaTEAbHBIX Iy Tei»
w
i~
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« Document type: SOP - Standard Operating Version: 2.0
S Procedure N : SOP-000053
Medivice Lid ame

Title: .Document Management System

tachment 8.6 Artworks/ Labels approval form / MNpunoxeHue 8.6 - ®dopma yTBEPXKAEHNA MaKeTOB neyatu /3TUKETOK
NALID Product ltem TYPEOF Artwork/Label
TtOM: number: 09035182 O individual D inner label
K]ltr.i.arel D box
O iFU O OTHER:

R 09035185

en Suet. Cath. Vacutip Coude

m KaTeTep ofgHOpa30BbIli A/acnupauun gbixaTenbHblX NyTen:
KkaTeTep Mionnu ¢ Bakyym-koHTposiem BakyTtun (Vacutip)
Tun Kyaas
CH12 0 4,0mm 600MMm

WmnopTtep/MpegcTtaButens B P®: 000 «MEAUMKOM»,
197183, r CaHkT-MeTepbypryn. Nonesas CabupoBckas,
4. 43, nut. B NOM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

N9 P3H 2021/14836 o1 20.11.2023

HetokcuuHo
6X75 pcs/wT
A STERILE EO
000 «MepguBaiic»
222750, Pecny6nuka benapyco,
T N
rrrr-mm-a4a |LO T] X X X X X X
rrrr-mm-ga
102030405060708090
kpared bv: Darva Gladun. Lead OE \% A
(oDTOved bv: Tatsiana Rulko. Reeulatorv Soecialist /
Version: 2.0 O riginator: Darya Gladun

Comments: Changing the importer/representative in RF from OOO «®opceTu» to OO0 «MEANMKOM»
CwveHa nvmnopTtepa/npesctasutens B PP ¢ OO0 «dopceT» Ha OO0 «METMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 oF 20
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Document type: ~ SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / IMNpunoxeHve 8.6 - dopma yTBEPXAEHNA MAKETOB Neyatun /3TUKETOK
Valid Product ltem TYPE OF AR IW(»KK/I ABEL
from: NUMBER: 12001185 O individual D inner label

H tr.ltabel D box
O IFU O other:

R+ 12001185

en Mully Suct.catMetric/fun.

ru KaTeTep og4HOpPa30BbIil g/acnupaunmn gbixaTenbHblX NyTei:
kaTteTep MONIN METPUYECKUIA C BOPOHKOOOP.KOHHEKTOPOM
CH 04 0 1,3vmm 330Mm

VmnopTep/MpeacTtaButens B P®: 000 «MEAVMKOM»
197183, r. CaHkT-MeTepbypr yn. Monesas CabupoBsckas,
4. 43, nvT. B MOM.1

Ten,8(812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeToKcuYHO
10x100 pcs/wr
K
N ;

000 «MepuBaiic»
222750, Pecny6nuka benapycb,
MuHckas 061., [J3epXXUHCKNiA paiioH,
r. aHunons, yn. 3aBoackas, 4. 50

rrrr-mm-a4 ILOTI  XXXXXX

rrrr-Mm-a,

102030405060708090

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

ttachment 8.6 Artworks/ Labels approval form / MpunoxeHve 8.6 - ®opma yTBEPXKAEHNA MaKeTOB MevaTut /3TUKETOK
i"ALID Product ltem TYPE OF ARTWORK/LABEL
fROM: NUMBER: 12007185 O INDIVIDUAL O INNLR LADEL
H tr.label D box
O iFU I other:

R+ 12002185

en Mully Suct.cat.Metric/fun.

ru KaTeTep ogHOpa3o0BbIii g/acnupayuy AblXxaTenbHblX NyTei:
Katetep MIONAM MeTPUYECKNi i C BODOHKOOGP.KOHHEKTOPOM
CH 05 0 1,7vMm 330MMm

MmnopTtep/MpeactaButens B PO: 000 «MEAVUMKOM»,
197183, 1. CaHkT-MeTepbypryn Monesas CabupoBckas.
A. 43, nut. b NMOM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeToKcuYHO
10x100 pcs/wT
i
000 «MepauBaiic»
222750, Pecnybnuka benapycb,
H MuHckas 061., [13ep>XXMHCKUIA paiioH,
I I r ®anunons, yn. 3aBoackas, 4. 50
FFrr-MM-44 ILOT]  XXXXXX
rrrr-mm-4.4
102030405060708090

repared by: Darva Gladun. Lead OE
pproved by: Tatsiana Rulko. Regulatory Special!

Version: 2.0 O r RaryatGladun
Comments: Changing the importer/representatiye in RF from OO0 «®opcetn» to 000 «MEAVMKOM»
CwveHa umnoptepa/npegctasutens B Pe ¢ OO0 «dopcetn» Ha OO0 «MEJNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title; Document Management System

Medivice Ltd

achment 8.6 Artworks/ Labels approval form / MNpunoxeHue 8.6 - ®opma yTBEPXKAEHNA MAKETOB NeyaTun /3TUKETOK
ALID Product ltem TYPEOF Artwork/Label
ROM: number: P003185 O individual D inner label
O tr.label D box
O iFU O other:

rer 12003185

en Mully Suct.catMetric/fun.

ru KaTteTep ogHOpa30BbIii g/acnupayny AbiXxaTenbHblX NyTeli:
KaTeTep M NIN METPUYECKNIA C BOPOHKOOGP.KOHHEKTOPOM
CH 06 0 2,0mm 330MMm

MmnopTep/NpegctaButens B P®; 000 «<MEANMKOM»,
197183, r. CaHkT-MeTepbypryn. Monesas Cabuposckas,
A. 43, nut. B NOM.1

Ten.8(812) 334-37-64

e-mail: info@medIlmcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuuHo
10x100 pcs/wT
000 «MepauBaiic»
222750. Pecny6nuka Benapycsb,
d MuHckas 061., [i3ep>XXUHCKUI paiioH,
r. ®aHunons, yn. 3asogckas, 4. 50
Frrr-MM-a4 ILOTT  XXXXXX
rrrr-Mm-44
102030405060708090

fepared by: Darva Gladun. Lead OE
pproved bv: Tatsiana Rulko. Regulatory Specialist

ISTORY PAGE
Version: 2.0 Originator: DaryaGIadun
Comments: Changing the importer/representative in RF from OO0 «®opceTu» to OO0 «MEAVMKOM»
CveHaumnopTepa/npegactasuTens B P@ ¢ 000 «dopceTn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 oF 20
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053 *
Title: Document Management System

Medivice Ltd

attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBEpPXKAeHNS MaKeTOB neyatu /3TUKETOK
Valid Product Item TYPEOFArtwork/Label
from: number: 13032185 [Mindividuar 0iNNFRIABFI
H tr.label D box
O IFU O other:

rF 13032185

en Mully Suct.catMetric/fun.

ru KaTeTep ofHOpa30BbIN A/acnmpauumn gblxaTenbHbIX NyTei:
KaTeTep MIOIIM METPUYECKMNIA C BOPOHKOO6P.KOHHEKTOPOM
CH 08 0 2,7mm 530mMMm

Wmnoptep/MpegctaButens B P®; 000 «MEAUMKOM»,
197183, r. CaHkT-MeTtepbypryn. Monesas Cabuposckas,
4. 43. nut. b nom.1

Ten,8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuuyHoO
10x100 pcs/wT
000 «MepguBaiic»
222750, Pecny6nuka Eenap)jcn:,v
AM L Fommon. s avoncean 4 50
rerr-mM-ga  ILOQTT XXXXXX
rrrr-mMv-4a
102030405060708090

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Document type; SOP - Standard Operating Version; 2.0
Procedure Name; SOP-000053
Title; Document Management System

Medivice Ltd

Nachment 8.6 Artworks/ Labels approval form / Mpunoxexve 8.6 - ®opma yTBepXAeHUS MaKETOB neyvaTu /3TUKETOK

Valid Product Item TYPEOFArtwork/Label

FROM: NUMBER: 13082185 O TNDIVIDtIAL. O

rer 13082185

en Mully Siict.cat.Metric/fun.

ru KaTeTep ogHOpa3oBbIii g/acnupayuy AblXxaTenbHblX NyTei:
Kkatetep MIONAN MeTPUYECKNii C BOPOHKOOOP.KOHHEKTOPOM
CH 10 0 3,3mm 530MMm

UmnopTtep/MpeactaButens B PO: 000 «MEAUMKOM».
197183, . CaHkT-MeTepbypryn. Nonesas Cabuposckas,
A.43. nut. B NOM.1

Ten.8(812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcuuHo

10x100 pcs/wr

000 «MepguBaiic»

222750, Pecny6nuka benapycs,

MuHckas 06n.. 3ep>XXUHCKNiAi~alioH,
M 1 r. ®aHunonb. yn. 3asojckas, A. 50

V& rrrr-mv-g4  ILOTE XXXXXX
rrrr-mMv-4a

102030405060708090

tepared by: Darva Gladun. Lead OE
approved by: Tatsiana Rulko. Regulatory Specialist

HIST PAGE
Version: 2.0 Originator: ] DaryaGIadun
Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEANMKOM»
CwveHa mnopTepa/npeactasutens B PO ¢ OO0 «dopcetu» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy.

L
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

INNER LABEL
Kltrlabel D box
o iFu T other:

20 oF 20



Document type: ~ SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBEPXAEHUS MAKETOB neyaTh /3TUKETOK
Valid Product Item TYPEOFArtwork/Label
from: number: 12062185 M individual O inner | ABEL
M TRLABEL DbOX
O iFU O OTHER:

rer 12062185

en Mully Suct.cat.Metric/fun.

ru KaTeTep ogHOopa30BbIii g/acnupayuu gblxaTeibHbIX NyTei:
Katetep MIONANM MeTPUYECKNi i C BODOHKOOGP.KOHHEKTOPOM
CH 08 0 2,7mm 500mMMm

WmnopTtep/NpeactaButens B P®: 000 «MEAUMKOM»,
197183, r CaHkT-MeTepbypryn. MNonesas CabupoBckasn,
A. 43, avt. B nom.1

Ten.8 (812) 334-37-64

e-mail: info{@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcnyHo

10x100 pcs/wt

000 «MeguBaiic»

222750, Pecny6nuka benapych,

MuHcKas 061., [13epXXUHCKNIA paiioH,
M 1 t ®aHunons, yn. 3asoackas, A. 50

UTH™  rrrr-mm-a4 |LOT] XXXXXX
rrrr-mm-as

102030405060708090

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBEPXKAEHNA MaKeTOB MevaTut /STUKETOK
Valid Product ltem TYPEOFArtwork/Label
from: NUMBER: 12078185 O INDIVIDIIAI O INNER LABEL
H tr.ltabel D box
O iFU M OTHER:

rer 12078185

en Mully Suct.catMetric/fun.

ru KaTteTep ogHOpa3oBbIil g/acnupauuy AbiXxaTeNbHblIX NyTei:
KaTeTep MIONIN METPUYECKNI A C BOPOHKOOOP.KOHHEKTOPOM
CH 10 0 3,3um 500Mm

WmnopTtep/MpegcTasutens B P®. 000 «MEAUMKOM».
197183, r. CaHkT-MeTepbypr yn. Monesas CabuposBckasn,
A. 43, nut. b nom.1

Ten.8 (812) 334-37-64

e-mail; jnfo@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuuHo
10x100 pcs/wT
000 «MepawuBaiic»
222750, Pecny6nuka Benap)v/cm ;
M 1 oo, va sseoncran. a. 50
rrrr-MMm-ga.  [LOT] XXXXXX
rrrr-mMmv-44
102030405060708090

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / [Tpunoxenne 8.6 — Gopma yTBepA€HHS MAKETOB NEYATH /3TUKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL

FROM: NUMBER: 05082185 [7] mnpivibual. [ INNFR 1 ABEL
_— X TrR.LABEL []BOX

[J1FU [] OTHER:

REF| 05082185

en Mully Suct Catheter/Funnel

ru Karerep oaHOPa30BLIk A/aCNMPAUNN ALIXATENLHLIX NyTeNl:
xaterep Mionnu ¢ BOPoHKOOGPa3IHLIM KOHHEKTOPOM
k CH 12 D 4,0mm 600mMm
J’ Wwmnoprep/Tipeacrasutens 8 PO: 000 «MEAUMKOM>»,

197183, r. Canxr-Nerepbypr yn. Monesan Cabuposcxan,
Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 or 20.11.2023

Hetoxcuyno

10x100 pcs/wr
®

XY st 000 «Meansaiice
7& T ‘ 222750, Pocwcmn Benapyce,
" pafioH,
[ | r Onnunom yn Suoauu A.50
&I rrr-mm-ga  [LOT]  xxxxxx

rrrr-mMmm-an

fL

HISTORY PAGE

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEJJHUMKOM»
(uexa HMnoprepa/npenctasurens B PO ¢ 000 «Popcetu» va 000 «METUMKOM»

Lmlon. 2.0 | ORIGINATOR: | Darya Gladun

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy. 20 oF 20

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 70



Document type; SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Vttachment 8.6 Artworks/ Labels approval form / MpunoxeHue 8.6 - ®opma yTBEPXKAEHNUA MaKeTOB MevaTut /STUKETOK
Valid Product Item . TYPEOFArtwork/Label
FROM: number: Omlm O individual D inner label
O TR.LABEL Q bOX
O iFU O OTHER:

rer 05087185

en Mully Suet Catheter/Funnel

ru KaTeTep ogHOpa30BbI g/acnupaunmn gbixaTenbHblX NyTen:
kaTeTep MONIN ¢ BOPOHKOOGPa3HbIM KOHHEKTOPOM
CH 14 0 4,7mm 600MM

WmnopTep/NpegctaButens B P®; 000 «MEAUMKOM»,
197183, 1. CaHkT-MeTep6ypr yn. Nonesasa Cabuposckas,
4. 43, (nT. B NOM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o7 20.11.2023

HeTokcuuHO
10x100 pcs/wt
000 «Mepgusaiic»
222750, Pecny6nuka Eenapyt:b,v
M L oamone yn sesoncran, p 50
rerr-mm-ga - [LOT] XXXXXX
rrrr-mmMm-4.n4
102030405060708090

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MNpunoxeHne 8.6 - ®opma yTBEPXAEHNA MaKeTOB nevaTtyt /3STUKeTOK
Valid Product Item TYPEOFArtwork/Label
from: number: 05090185 O iNDivinuAi D inner LABEL

H tr.label D box
O IFU O other:

rer 05090185

en Mully Suet Catheter/Funnel

ru KaTteTep ogHOpas30BbIil A/acnupaynmn abixaTeNbHblX NyTei:
kaTeTep MM ¢ BOPOHKOOG6Pa3HbIM KOHHEKTOPOM
CH 16 0 5,3vmm 530Mm

WmnopTtep/MpegcTtaButens B P®; 000 «<MEAUMKOM»,
197183, r. CaHkT-MeTepbypr yn. Monesas CabupoBckas,
4. 43, nut, b Nom.1

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcuyHo
10x100 pcs/wT
000 «Mepusaiic»
(( 222750, Pecny6nuka Eenap)jct:, .
MuHckas 06n., [1I3epXUHCKNIA paiioH,
r. danunons, yn. 3aBoackas, 4. 50
Frrr-MM-4a4 ILOTT  xxxxxx
rrrr-Mmm-a4
102030405060708090

repared by: Darva Gladun. Lead OE
ipproved by: Tatsiana Rulko. Regulatory S

ISTORY PAGE
version: | 201 | ORIGINATOR: Darya Gladun
Comments: Changing the importer/representatiye in RF from OOO «®opcetu» to OO0 «MEVNMKOM»
Qvera mnoptepa/npesctasutens B P® ¢ 000 «dopceTn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

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



Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

httachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — ®opMa yTBepKACHHS MAKETOB NEYATH /ITHKETOK

[J1IFU []OTHER:

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 05094185 (] woivibuAL [J INNER LADEL
K tr.LABEL [JBOX

REF) 05094185

en Mully Suct Catheter/Funnel

ru Karerep onnopasosbiit o/acnupaunn AbIXaTeNbHLIX MyTeRn:
& xarerep Mioruin ¢ BOPOHKOOGPAIHLIM KOHHEKTOPOM

CH18 ©6,0mm 530mMm

Wunoprep/Mpeacrasurens 8 P®; 000 «MEQUMKOM>»,
197183, r. Cauxr-NeTepGypr yn. Nonesan Cabuposckasn,
A. 43, nuT. B nom. 1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ry

Na P3H 2021/14836 or 20.11.2023

HeroxcuyHo

10x100 pcs/wT

- = (@

Y} ot 000 cMepuasicr»
ﬁ 222750, PecriyGrmxa Benapycs,
Muscxan 08n., [130pNomcmi paiom,
r. arivnone, yn. 3asoacxan, 4. 50

&] rrre-MM-aa  [COT]  xxxxxx

rrrr-mm-aAn

4

HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from 00O «®opcetu» to 000 «(MEJJUMKOM»
(uena umnoprepa/npeactasurens B PO ¢ 000 «Popcetu» Ha 000 « METTUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy.

20 or 20

& 000 LHPMH (&1 INFO@CIRMLRU & WWW.G0SZDRAVNADZOR.RU
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Document type:  SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHue 8.6 - ®opma yTBEPXAEHNSA MaKeTOB nedaTut /STUKETOK
Valid Product ltem TYPEOFArtwork/Label
FROM: number: O individual O inner label
H TR.LABEL O box
O iFU O other:

HE 12036185

en Suet. Cath. Vacutip Metric

ru KaTeTep ogHOpa3oBbIii g/acnupaumnm gbixaTebHbIX NyTei:
katetep MM meTpnyeckmnii
C BakyyMm-KoHTponem Bakytun (Vaeutip)

CHO4 0 1,3mm 350MMm

VmnopTtep/MpeacTtasutens B PO: 000 «MELVUMKOM».
197183, r. CaHktt-MeTepbypr yn. Monesas Cabuposckas,
A. 43, nut. B nom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o7 20.11.2023

HeTokcnuHo
6X75 pcs/wT
STERILE EO
000 «Mepusaiic»
(( 222750, Pecny6nuka Senap):Cb, 3

MuHckas 06n.. [13epXXUHCKUIA paiioH,

r ®aHunons, yn. 3asojckas, 4. 50
rrrr-mMm-4g - WOTT xxxxxx
rMrrr-MmM-aa

102030405060708090

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — ®opMa yTBepKACHHA MAKETOB 1e4aTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12037185 (I mpiviouaL [J INNER LARTI
B TR.LABEL [] BOX

[ ]1FU [J oTHER:

REF| 12037185

en Suct. Cath. Vacutip Metric

ru Karerep oaHOpPal0BRIit A/ACNHPAUNK ALIXATONLHLIX NYTEH:
xarerep MiONNK METPHISCKUA

¢ BaKyyM-xoHTponem Baxyrun (Vacutip)
s CHO5 @ 1,7MMm 350mm

WunoprepMpeacrasutens 8 PO: 000 «MEJUMKOM>»,
197183, r. Canxr-Nereplypr yn. Nonesas Cabuposckan,
A. 43, nu1. 6 nom. 1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

Hetoxcuuno

6x75 pcs/wur

4
]
8
'©

rOlmnom yn Mtxnnso

|
&I rrer-Mm-aa - XXXXXX -

rrrr-Mmm-an

A

HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 «MEJJUMKOM»
(uena umnoprepa/npeacrasutens 8 PO ¢ 000 «Popceru» Ha 000 «MEIMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy. 20 or 20

-~
& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU /‘j



Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053
Title: Document Management System

Jmachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — QopMa yTBepKAEHHA MAKETOB NEYaTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12039185 [ ~oivibuAL [] INNER LABEL
B tr.LaBEL [ BOX

[J1FU [] OoTHER:

REF) 12039185

en Suct. Cath. Vacutip Metric

ru Karerep oaHOPa30BLIA A/aCNUPAUNM AbIXATENbHLIX My TEH:
xaterep Mionnu meTpuyeckuin
C BaKyym-xoxTponem Baxytun (Vacutip)

CHO6 3 2,0Mm 530mm

Wmnoprep/Tpeacrasurens 8 PO: 000 «<MEQUMKOM>»,
197183, 1. Canxr-lNerepbypr yn. Monesan Cabuposcxan,
A. 43, nut. B nom.1

Ten.8 (812) 334-37-84

e-mail: info@medimcom.ru

Ne P3H 2021/14836 or 20.11.2023

Hetoxcuyno

6x75 pcs/ut
E ®
\ 1\ ‘ o Mt s,

r. armnone, yn. 3asoacean, 4. SO

&I rrrr-mm-aa  [LOT]  xxxxxx  ©

rrrr-mm-an

.":

roved by: Tatsiana Rulko, Regulatory Specialist/ '

HISTORY PAGE

Fgared by: Darya Gladun, Lead QE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 « MEITUMKOM»
Cuena umnoprepa/npeacrasurens 8 PO ¢ 000 «Popcetu» Ha 000 «(MEIUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolled Copy.

20 or 20

)

00 LIMPMH (&7 INFO@CIRMI.RU &5 WWW.GOSZDRAVNADZOR RU
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Document type: SOP “standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBepXXAEHNS MaKeTOB neyatn /3TMKeTOK
Valid Product ltem TYPEOF Artwork/Label
FROM; number: 12044185 O individual O innfriarel
H TRLABEL G bOX
O iIFU O other:

rer 12044185

en Suet. Cath. Vaeutip Metrie

ru KaTteTep ogHopa30BbIli A/acnupaunun gbixaTenbHbiX NyTeil:
KateTep Mionau meTpuyeckunii
C BakyyMm-KoHTponem BakyTtun (Vaeutip)

CHO8 0 2,7MMm 530MM

VmnopTep/MpeactaButens B P®; 000 «<MEAUMKOM».
197183, . CaHkT-MeTep6ypryn. Nonesas Cabuposckas,
4. 43. nut. B NMom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcuM4HO
6X75 pcs/wT
000 «Mepguaiic»
222750, Pecny6nuka EenapYCb,v
M 1 Comnon yn sasoncran o 50
rrrr-mm-44  ILOTT xxxxxx
rrrr-mm-an
102030405060708090
Doroved bv: Tatsiana Rulko. Reeuﬁtory Socialist/ Y a
||

*NMASTORY PAGE
\ersion: 2.0 Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTu» to 000 «MEAVMKOM»
Qvera nmnopTepa/npesctasutens B PO ¢ 000 «dopcetn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy, 20 oF 20

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 7/



Medivice Ltd

Document type:

SOP - Standard Operating
Procedure

Version:

2.0

Name:

SOP-000053

Title:

Document Management System

pttachment 8.6 Artworks/ Labels approval form / [punoxenne 8.6 — ®opma yraepkieHHs MAKETOB NeYaTH /3TUKETOK

VALID
FROM:

PRODUCT ITEM
NUMBER: 12048185

TYPE OF ARTWORK/LABEL

() NDIVIDUAL [ 7] INNCR LADEL

TR.LABEL []BOX

[J1FU [] OTHER:

[ -

-

12048185

en Suct.

Cath. Vacutip Metric

ru Kavevep 0aHOPa30BbLIK A/ACNMPALMN ALIXATENLHLIX NYTENA:
xareTep MIONNM METPUUSCKMIR
€ Baxyym-xonTponem Baxytun (Vacutip)

CH10 J 3,3mMm

noprep/TNpeacrasurens 8 PO: 000 «<MEQUMKOM»,
197183, r. Canxr-Mereplypr yn. Monesan Cabuposcxan,

A. 43, nut. b nom. 1

Ten.8 (812) 334-37-84

e-mail: info@medimcom.ru

Ne P3H 2021/14836 or 20.11.2023
HetoxcHyno

600Mm

6x75 pcs/ur

? I 000 «Magnssics
222750, PecriyGrwua Benapyce,
M obn. A ]

r. darmnone, yn. 3asoacxan, 4. 50 ‘

&] rerr-MM-aa  [COT]  xxxxxx -

\

rrrr-mm-an

STORY PAGE

VERSION: |

2.0

| ORIGINATOR:

| Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEJUMKOM»
(uena umnoprepa/npeacrasurens B PO ¢ 000 «Popceru» va 000 «METUMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, it is an Uncontrolled Copy.

20 of 20

& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title; Document Management System

Medivice Ltd

ttachment 8.6 Artworks/ Labels approval form / MpunoxeHne 8.6 - dopma yTBEPXKAEHNSA MAKETOB NeyaTn /3TUKETOK
Valid Product ltem type of Artwork/Label
from: NUMBER: O individual D inner label
O tr.adabel D box
O IFU O other:

R 12086185

en Suet. Cath. Vacutip Metric

U KareTep ogHOpa30Bb i g/aonupawmm gbixaTenbHbliX My 1ei:
KaTeTep MOnnn MeTpuyecKnii
C BaKyyM-KOHTposem Bakytun (Vacutip)

CH12 0 4,0mm 600MM

Wmnoptep/MpegctaButens B P®; 000 «MEAUMKOM»,
197183, r. CaHkT-MeTepbypryn. Monesas Cabuposckas,
4. 43, nut. b NOM.1

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuyHo
6X75 pcs/wT
STERILE EO
-
000 «MepguBaiic»
222750, Pecny6nnka Benapycs,
t MuHcKas 06n., [13epXXUHCKNIA paiioH,
r ®aHunons, yn. 3asofckas, g. 50
rrrr-mmMm-a.a XXXXXX
rrrr-Mm-4ag,
102030405060708090
i

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: ~ SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Medivice Ltd .
Title: Document Management System

\ttachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBEPXLEHUA MAKETOB neyatu /3TUKETOK
Valid Product ltem TYPEOFArtwork/Label
from: number: 12088185 O INDIVinUAI O INNER LABEL
Htr.label Gbox
G ifu Gother:

rer 12088185

en Suet. Cath. Vacutip Metric

ru KarteTep ogHopa30BbIli g/acnupaynu AblXaTeNbHbIX NyTei:
KateTep Mionnu meTpuyeckui
C BaKyyM*KoHTponem BakyTun (Vacutip)

CH14 0 4,7Mmm 600MM

MmnopTtep/NpeactaButens B P®: 000 «<MEANMKOM»,
197183, r. CaHkT-MeTepbypr yn. Monesas Cabuposckas,
A. 43, nut. B NOM.1

Ten.8 (812) 334-37-64

e-mail: info(gmedimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcnuHo
6X75 pcs/wr

000 «MepguBaic»
222750. Pecny6nuka benapycb,
MuHckas 06n., [13epXUHCKMNiA paiioH,
r ®aHunons. yn. 3asojckas, 4. 50

Frrr-MM-4A4 [LOTT  xxxxxx

rrrr-Mm-44

102030405060708090

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd
Title: Document Management System

Attachment 8.6 Artworks/ Labels approval form / Ilpunoxenue 8.6 — Qopma yTBepKACHHS MBKETOB MEYATH /ITHKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 12090185 (O moivibuaL [[] INNER LABEL
| X TrR.LABEL [JBOX

[J1IFU [] OTHER:

REF| 12090185

en Suct. Cath. Vacutip Metric

ru Karerep ogHOPa30BLIN A/ACNUPALMH ALIXATENLHLIX NYTONH:
xarerep MIONNU METPHYSCKUA

C Bakyym-xonTponem Baxytun (Vacutip)
CH16 3 53mm 600mm

Mmnoprep/Tipeacrasurens 8 PO: 000 «MEAUMKOM>»,
197183, r. Canxr-Merepbypr yn. Nonesan Cabuposcxan,
A. 43, nut. 6 nom. 1

Ten.8 (812) 334-37-84

e-mail: info@medimcom.ru

Ne P3H 2021/14838 or 20.11.2023

Hetoxcuyno

. 2N

6x75 pcs/ut
& - ®

. ©armnone, yn 3asopcxan, 4. 50

&} rrr-MM-pA  [LOT]  xxxxxx -

rrrr-mMmm-an

[
Yepared by: Qﬂa Gladun, Lead QE %

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

‘Comments: Changing the importer/representative in RF from OO0 «®opcetn» to 000 «tMEJJUMKOM»
Cmena umnoprepa/npesncrasurens 8 PO ¢ 000 «Dopcern» ua 000 «MEJIMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 or 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / Mpunoxexve 8.6 - ®dopmMa yTBepXAEHNSA MaKeTOB neyvatn /3TUKETOK

Walid Product ltem TYPE OF ARTWORK/LABEL

FROM; NirMBER: 12091185 O individual D inner label
D tr.ltabel D box

1 O |FU O other:

12091185

en Suet. Cath. Vacutip Metric

U KaTteTep ofHOpa3oBbIii g/acnupaunn gbixaTenbHblX NyTeii:
KkaTeTep MO 1An meTpuyeckunii
€ oaHyym-KoHTponem BakyxH (Vacullp)

CH18 0 6,0mm 600MM

MmnopTtep/MpegcTtaButens B P®; 000 «MEAUMKOM»,
197183. . CaHkT-MeTepbypryn. Monesas Cabuposckas,
4. 43, nut b NOM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom,ru

Ne P3H 2021/14836 01 20.11.2023

HeToKCcuuHO

6X75 pcs/wT

Ifc

MwuHckas 067., [I3epXXUHCKWIi paiioH,
r. aHnnons. yn. 3asoackas, 4. 50

- 000 «Mepgusaiic»
I I 222750, Pecny6nnka benapycs,
UTH  rrer-mm-gg [FOT] xxxxxx
rrrr-MM-Ag

102030405060708090

tepared by: Darva Gladun. Lead OE
approved by: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
Version: 2.0 Originator:___, DaryaGladun
Comments: Changing the importer/representative in RE from OOO «®opceTu» to 000 «MEAVMKOM»
CmeHa nmnopTtepa/npeactasutens B PP ¢ OO0 «dopcetn» Ha OO0 «MEAVNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

\ttachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEpXAEHNS MAKETOB neyaT /3TUKETOK
Valid Product ltem TYPEOFArtwork/Label
from: NUMBER: 36001185 O individual O inner ladfx
O tr.label O box
O iFU 0 other:

rer 36001185

en Closed Suction System

ru KateTep ofHOpa30BbIi A/acnupaunn ablx. NyTei: KaTetep
3awmueH. Katu (3akpbiT.acnupad,.cucT.) 6/rodp.Tpyo.

CHOB 0 2,0mm 350mMm

WmnopTep/MpegcTasutens B PO: 000 «MEAUMKOM»,
197183, r CaHkT-MeTep6ypryn. Monesas Cabuposckas.
A. 43, naut. b NMom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuyHo
1x20 pcs/wt
STERILE EO
000 «MeguBaiic»
222750, Pecnybnunka Eenapycs,v
ML oo o sanoncwen. a 50
rrrr-mMm-a.4 Iot] XX XXX X
rrrr-mMv-4g
102030405060708090

Prepared by: Darva Gladun. Lead OE
\.pproved by: Tatsiana Rulko. Regulatory

HISTORY PAGE
Originator: ﬁrvaGladun

Comments: Changing the importer/representative in RF from OO0 «®opcetu» to 000 «MEAVMKOM»
CmeHa nmnoptepa/npescrasutens B PO ¢ OO0 «Popcetn» Ha OO0 «MEANMKOM»

exsio-nl . 2.0

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHue 8.6 - dopma yTBepXXAEHNSA MaKETOB neyatu /STUKETOK
Valid Product ltem TYPEOF Artwork/Label
FROM: number: 36007185 O individual D inner label
O tr.label G box
O iFU O other:

rer 36004185

en Closed Suction System

ru Karetep ogHOpa3oBbIil g/acnupauumn fbix. NyTei: KateTep
3awuuieH. Katn (3akpbiT.acnupad.cuct.) 6/rogp.Tpy6.

CHO08 0 2,7MMm 350MM

MmnopTep/Mpeactasutens B PO: 000 «MEJUMKOM»,
197183, r. CaHia-MeTtep6ypryn. Monesas Cabuposckas,
4. 43, nut b nNom.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 01 20.11.2023

HeTokcnuHo
1x20 pcs/wr

000 «MepauBaiic»

222750, Pecny6nnka benapycob,
MwuHckas 061., [13epXXUHCKUIA paiioH,

r. ®aHunons, yn. 3aBoackas, 4. 50

[T rrrr-mm-aa XXX XXX
rrrr-Mmm-a.4
102030405060708090

Tepared by: Darva Gladun. Lead OE
Approved bv: Tatsiana Rulko. Regulatory Sp~ialist

HISTORY PAGE
Version; 2.0 Originator; DaryaGIadun
Comments: Changing the importer/representative in RF from OO0 «®opcetn» to OO0 «MEANMKOM>»
CwmeHa nmnopTtepa/npeactasntens B Pd ¢ OO0 «dopcetn» Ha OO0 «MELNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 0”4



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

attachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - ®opma yTBepXAeHNS MaKeTOB neyatu /3TUKETOK
Valid Product ltem TYPEOFArtwork/Label
FROM: NUMBER: 36005185 O individual O inner LABEL
H tr.dabel Il BoOx
O iFU O other:

rer - 36005185

en Closed Suction System

ru KarteTep ogHOpa30BbIil A/acnupayumn gbiX. NyTeii: KateTep
3awmileH. Katn (3akpbiT.acnupad.cuct.) 6/rodp.tpy6.

CHOS8 0 2,7mm 450MMm

WmnopTep/MpegctaButens B P®: 000 «MEANMKOM*,
197183, r. CaHkT-MeTepbypryn. Monesas Cabuposckas,
4. 43, nut. b NOM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

N9 P3H 2021/14836 o1 20.11.2023

HeTokcnyHo

1x20 pcs/wt

STERILE EO

000 «Mepgusaiic»

- 222750, Pecny6nuka benapycb,
I MuHckas 06:., [13ep>XXUHCKUiA paiioH,
r. daHunons. yn. 3aBoAckas, 4. 50

W rrer-mm-gg OTT xxoaoxx
Frrr-Mv-a

102030405060708090

Tepared by: Darva Gladun. Lead OE
Aproved by: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
Version: | 2.0 Originator:___, Darya Gladun
Comments: Changing the importer/representatiye in RF from OO0 «®opcetn» to 000 «MEAVMKOM»
CwmeHa umnopTtepa/npeactasutens B PO ¢ OO0 «dopcetu» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked. Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

LcbTen! 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEPXKAEHNS MAKETOB nevaTu /3TUKETOK
Valid Productltem TYPEOFArtwork/Label
from: number: 36019185 O individual O innerlabel
O tr.label O box
O iFU O other;

HE 36019185

en Closed Suction System with corrugated

ru KarteTep o4HOpa3oBbIil Alacnupauumn abix. NyTei: KateTep
3awmuieH. Katu (3akpbIT.acnupaw,.cucrt.), ¢ rodp.Tpyo.

CHIO 0 3,3mMMm 350MMm

MmnopTep/MpegcTaButens B PO: 000 «<MEAUMKOM»,
197163, r. CaHkT-MeTepbypr yn. Monesas CabuposBckas,
A. 43, nut. b MNOM.1

T8N.8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcuuHo
1x20 pcs/wr
STERILE EO
000 «MepauBaiic»
222750, Pecny6nuka benapycs,
|/| | MuHcKas 06n., [13epXXUHCKUI paiioH,
r. ®aHunons, yn. 3asopckas, a. 50
UAT  rrer-mv-pgn ILOTE xxoxoxxx
rrrr-Mmm-a4
102030405060708090
Yy
?repared by: Darva Gladun. Lead OE y e, N

Approved by: Tatsiana Rulko. Regulatory Specialist

HISTORY PAGE
V.ersion: | 2.0 Originator: | Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opceTn» to OO0 «MEANMKOM»
CwmeHa umnoptepa/npescrasutens B P® ¢ OO0 «Popcetu» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053

Title: Document Management System

Medivice Ltd

\ttachment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEpXAEHNS MaKeTOB neyatu /3TUKETOK

Valid Product Item TYPEOFArtwork/Label
from: NUMBER: 36021185 0O individual O innerlabel

O tr.label O box
O IFU O OTHER:

HE 36021185

en Closed Suction System with corrugated

ru KaTeTep ogHOpa30BbIii A/acnupaunn gbix. NyTeid; KaTeTep
3awmiieH. Katn (3akpbiT.acnupaw.cucT.), ¢ rodp.Tpyo.

CHIO 0 3,3Mm 550mMMm

UmnopTtep/NpeactaButens B P®; 000 «<MEANMKOM»,
197183, r. CaHkT-MeTepbypr yn. Nonesas Cabuposckas,
A. 43. nut. b nom.1

Ten.8{812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 oT1 20.11.2023

HeTokcuuHo
1x20 pcs/wt
STERILE EO
000 «MeguBaiic»
222750, Pecny6nuka BenapYCb,u
M 1 Foamnon, yn sasoncian, 50
rrrr-Mmm-ga, ILOTI  xxxxxx
n rrrr-mm-ga,
102030405060708090

repared by: Darva Gladun. Lead OE
ipproved bv: Tatsiana Rulko. Regulatory Speciali

HISTORY PAGE
Version: 2.0 Originator: DaryaGIadun
Comments: Changing the importer/representative in RF from OO0 «®opceTu» to 000 «MEANMKOM»
CmeHa nmnoptepa/npesctasutens B P® ¢ OO0 «PopceTn» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Document type: SOP - Standard Operating Version; 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

Achment 8.6 Artworks/ Labels approval form / MpunoxeHune 8.6 - dopma yTBEPXKAEHNS MaKeTOB neyaTu /3TUKETOK
Valid Productltenm type of Artwork/Label
from: NUMBER: 36022185 O INDIVIDUAL O INNFR LABEL
H TR.LABEL D bOX
O iFU O OTHER:

rer 36022185

on Closed Suction System with corrugated

ru KaTeTep ogHOpa30BbIii A/acnupauunmn abix. NyTeid: KaTeTep
3awmileH. Katn (3akpbiT.acnmpay.cuct.), ¢ rogp.Tpyo.

CH12 0 40mMm 350mMm

Wmnoptep/MpegctaButens B P®; 000 «<MEAUMKOM»,
197183, . CaHkT-MeTep6ypryn. Nonesas Cabuposckas,
a. 43, nut. b Nom.1

Ten.8 (812) 334-37-64

e-mail: info@medImcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeTokcuuHo
1x20 pcs/wr

000 «MepauBaiic»
222750, Pecny6nuka benapyco,
MuHckas 06n., [,3ep>XXUHCKUIA paiioH,
r ®aHunons, yn. 3asopckas, 4. 50

rrrr-Mmm-ana XXX XXX

rrrr-MmM-44

102030405060708090

repared by: Darva Gladun. Lead OE
approved by: Tatsiana Rulko. Reeula

HISTORY PAGE
Version: 2.0 Originator: Darya Gladun
Comments: Changing the importer/representative in RF from OO0 «®opcetu» to OO0 «MEANMKOM»
CwmeHa uvnoprepa/npesctasutens B P® ¢ OO0 «dopcetn» Ha OO0 «MEJNMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0

. Procedure Name: SOP-000053
Medivice Ltd )
Title: Document Management System

attachment 8.6 Artworks/ Labels approval form / Mpunoxexve 8.6 - ®opmMa yTBEPXAEHNSA MAKETOB NeyvaTn /aTUKETOK
Valid Product ltem TYPEOF Artwork/Label
from: number: 36024185 O individual OINNFRLABhIL
O tr.label O box
O iFU O other:

rer - 36024185

en Closed Suction System with corrugated

ru KateTep ogHOpa30BbIii A/acnupaunn abix. NyTeit: KaTeTep
y 3awmuleH. Katu (3akpbiT.acnupay.cucT.), ¢ rodp.Tpy6.

CH12 0 4,0mm 550MM

WmnopTtep/NpeactaButens B PO: 000 «MEAUMKOM»,
197183, r. CaHkT-MeTep6ypryn. Nonesas CabupoBckas,
A. 43, nut. b nNom.1

Ten.8 (812) 334-37-64

e-mail; info@medimcom.ru

Ne P3H 2021/14836 o1 20.11.2023

HeTokcuuHO
1x20 pcs/wiT
STERILE EO
LLI 000 «MepguBaiic»
222750, Pecny6nuka benapycs,
MuHckas 061., [13ep>XXUHCKUIA paiioH,
r.  ®aHunons. yn. 3aBojckas, 4. 50
rrrr-mm-ga lotl XXXXXX
[rrr-Mmm-44
102030405060708090

repared by: Darva Gladun. Lead O
ipproved by: Tatsiana Rulko. Regulkorv Specialist

HISTORY PAGE
Version: 2.0 Originator: Darva Gladun

Comments: Changing the importer/representative in RF from OOO «®opceTn» to OO0 «MEANMKOM>»
CwmeHa nmnoprtepa/npesctasutens B PO ¢ 000 «dopceTu» Ha 000 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 oF 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: SOP - Standard Operating Version: 2.0
Procedure Name; SOP-000053
Title: Document Management System

Medivice Ltd

Attachment 8.6 Artworks/ Labels approval form / MpunoxeHne 8.6 - ®opma yTBEPXAEHNS MaKeTOB neyaty /aTUKETOK
Valid Product ltem TYPEOFArtwork/Label
from: NUMBER: 36025185 O INDIVIDUAL O INNFR I ABEL
H TR.LABEL D bOX
O IFU O other:

rer - 36025185

en Closed Suction System with corrugated

ru Kartetep og4HOpa30BbIi A/acnupauunmn abiX. NyTei: KaTeTep
3awmuleH. Katu (3akpbiT.acnmpawy,.cucT.), ¢ rogp.Tpyo.

CH14 0 4,7mMmm 350MM™m

MmnopTtep/Mpegctasutens B P®: 000 «<MEAUMKOM».
197183, 1. CankT-MeTepbypryn. Monesas Cabuposckasn,
a. 43, nut. B NMoM.1

Ten.8 (812) 334-37-64

e-mail: info@medimcom.ru

Ne P3H 2021/14836 ot 20.11.2023

HeToKCHYHO
1x20 pcs/wit
STERILE EO
000 «MepguBaiic»
222750, Pecny6nuka benapycs,
R MuHckas 06n., 13ep>XXUHCKuiA paiioH,
n I r. aHunons, yn. 3aBofckas, a. 50
rrrr-mMmm-aa lot! XXxXXXXXx
rrrr-Mmm-a4
102030405060708090

repared by: Darva Gladun. Lead OE
vpproved by: Tatsiana Rulko. Regulatory Specia

HISTORY PAGE
Version: 2.0 Originator: DaryaGIadun
Comments: Changing the importer/representative in RF from OO0 «®opcetu» to OO0 «MEANMKOM»
CwmeHa nmnoptepa/npesactasuTens B P® ¢ OO0 «PopceTn» Ha OO0 «MEANMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

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



Document type: SOP - Standard Operating Version: 2.0
Procedure Name: SOP-000053
Title: Document Management System

Medivice Ltd

~achment 8.6 Artworks/ Labels approval form / MNpunoxeHue 8.6 - ®opma yTBEP>KAEHNA MaKeTOB neyvat /aTUKETOK
Valid Productltenm TYPEOFArtwork/Label
from: NUMBER: 36077185 O individual D inner LADEL
EJtr-label G box
O iFU O other:

rer 36027185

en Closed Suction System with corrugated

ru KaTeTep ogHOpa30BbI/ A/acnupaunn ablxX. NyTei: katetep
3awmuleH. Katn (3akpbiT.acnupay.cucT.), ¢ rodp.Tpy6.

r
CH14 0 4,7mm 550mMm
MmnopTtep/NpeactaButens B PO; 000 «<MEAUMKOM»,
197183, r. CaHkT-MeTepbypryn. Nonesas CabupoBckasn,
A. 43, nut. b nom.1
Ten.8 (812)334-37-64
e-mail: info@medimcom.ru
No P3H 2021/14836 ot 20.11.2023
HeTokcuyHo
STERILE EO
000 «MepuBaiic»
222750, Pecny6nuka benapychb,
MuHckas 061., [13epXXUHCKUIA paiioH,
r. ®aHunons, yn. 3aBoackas, 4. 50
rrrr-Mmm-a4 XXXXXX
rrrr-Mmm-a.A,
102030405060708090

Yepared by: Darva Gladun. Lead QE
approved by: Tatsiana Rulko. Regulatory Soeciali®

HISTORY PAGE
Version: 2.0 Originator: . DarvaGIadun
Comments: Changing the importer/representative in RF from OOO «®opceTn» to OO0 «MEAVMKOM»
CwmeHa nvmnoprepa/npeacrasutens 8 PP ¢ OO0 «Popcetu» Ha OO0 «MEAVMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, Itis an Uncontrolled Copy. 20 OF 20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Document type: | SOP - Standard Operating Version: | 2.0

Procedure Name: SOP-000053

Medivice Ltd

Title: Document Management System

\ttachment 8.6 Artworks/ Labels approval form / ITpunoxenue 8.6 — ®opma yTep>kI€HHS MAKETOB ME4aTH /3THKETOK

VALID PRODUCT ITEM TYPE OF ARTWORK/LABEL
FROM: NUMBER: 36028185 [ moiviouaL ] INNER 1.ABEL

(J1FU [] oTHER:

X tr.LaBEL [] BOX

REF| 36028185

en Closed Suction System with corrugated

ru Kaverep ogHopa3sosbiit p/acnupaumum Abix. NyTei: katerep
1 3awmwen. Katu (3axpbit.acnupay.cucr.), ¢ rogp.Tpy6.
]

CH16 @ 5,3Mm 350mm

Wmnoprep/Tipeacrasutens 8 PO 000 «tMEAAUMKOM>»,
197183, r. Canxr-NerepGypr yn. Nonesas Cabuposcxas,
A. 43, nut. B nom.1

Ten.8 (812) 334-37-84

e-mail: info@medimcom.ru

Ne P3H 2021/14838 or 20.11.2023

1x20 pcs/wT
£ - Y
7 B

r Oamm yn. 3asaoacxen, 4. 50

dl rerr-MM-aR  [LOT]  xxxxxx

rrrr-mm-an

¢
i

repared by: Darya Gladun, Lead QE

\pproved by: Tatsiana Rulko, Regulatory Speviatist 7P/, ~

Lkt eaa
HISTORY PAGE

VERSION: | 2.0 | ORIGINATOR: | Darya Gladun

Comments: Changing the importer/representative in RF from OO0 «®opceru» to 000 «MEIUMKOM».

Cwmena umMnoprepa/npesncrasurens 8 PO ¢ 000 «Popcet» na 000 «(MEIMMKOM»

This Document is Confidential and Proprietary. Unless Otherwise Marked, It is an Uncontrolied Copy.

20 or 20

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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i Document type: | SOP - Standard Operating Version: | 2.0

Medivice Ltd Procedure Name: SOP-000053

Title: Document Management System

\tachment 8.6 Artworks/ Labels approval form / ITpunoxesine 8.6 — ®opma yTeepXaCHHA MAKETOB NEYATH /STHKETOX

,VALID PrRODUCT HTEM TYPE OF ARTWORK/LABEL
‘IROMS NUMBER: 36030185 {J worvipuaL. [ INNER LABEL

[11FU []oTHER:

Kitr.Laea, []sox

[rer] 36030185

en  Closed Suction System with corrugated

ru Katrerep OAHOPA3OBKIR A/RCTNPALNN ALIX. NYTEH: KATOTED

‘1“ 3aMweH. Katu (3axkpaiT.acmpan.cuct.), & rogp.ypyS.
CH16 2 5,3mm 550mm
HunoprepTipagcrasutens o PY; 000 SMEQMMKOM».
197183, & Cu-rr-nmwoypr cm

R 43, wt. B nom. 1

Tan.8 (812) 334.37.04

o-mak; infomedimcom.nt

Ne P3H 2021/14836 o7 20.41.2023
Hevoxcwwio

1x20 pcs/wr

D

o]
%ﬂ‘ il B,

. Gamnone, YR Sasopcean, 4. 50

&{l rrre-mm-an  [LOT] JOOUKXX

rrer-MM-an

o
©
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Mopog ®aHMnoNb, [3ep>XXUHCKUA paiioH. MuHckaa obnactb. Pecny6nnka
Benapycb. TpeTbe anpensa ABe TbiCAYM ABajLaTb YeTBEPTOro roja.

A, CamcoHoBa CBeTnaHa BsavecnaBoBHa, HoTapuyc MMUHCKOro
06/11aCTHOro HoTapuasibHOro okpyra (CBMAETE/IbCTBO Ha OCYLLeCTB/IEHMUE
HOTapunanbHOn AaesTenbHocTM Ne 631, BblgaHHOE MMUWHUCTEPCTBOM
tocTuumm  Pecnybnukn bBenapyce 19 maa 2014 r.) CBUAETENbCTBYHO
BEPHOCTb 3TOW KOMWUM C MOAIMHHUKOM [AOKYMeHTa. B nocnegHem
NOAYNCTOK, TMPUMNUCOK, 3a4YEPKHYTbIX C/I0B, WHbIX HEOroBOPEHHbIX
ncnpas/ieHNN NN KaKnUX-nmbo 0cCobeHHOCTe He MMeeTCS.

3apernctpupoBaHo B peecTpe 3a Ne 1- 290.
B3bICKaHO HOTapuanbHOro Tapuga 48 }gy6ne|‘/’|,

HoTapuyc

Bcero npowunTo, npoHymepoBaHp W./. N
CKpenaeHo rneyartbio Ha 34 (TpuauatiNi&?Mpuy)
ncTax.

HoTapuyc
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