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APPLICATION GUIDANCE

Alterna® New Generation One-Piece Ostomy Care Products, design variants:
Alterna® One-Piece closed bags, transparent, nontransparent, with filter, of different
sizes and volumes, mini caps, with integrated flat and convex baseplates, different sizes
of cut holes, for adults and children (paediatric)
Alterna® Free One-Piece closed bags, transparent, nontransparent, of different sizes

and volumes, with filter, with integrated flat and convex baseplates, different sizes of
cut holes

by Coloplast A/S, Denmark
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COMPOSITION, DESCRIPTION, ACTION

1 piece open ostomy bag Alterna® and Alterna®
Free is a closed ostomy bag with integrated flat or
convex hydrocolloid adhesive plate with spiral
structure.

The spiral structure of the Alterna® adhesive
consisting of alternating adhesive layers ensures
reliable adhesion and protection.

The light adhesive layer is absorbent retaining the

normal skin condition and pH level.

The dark adhesive layer ensures reliable adhesion.

Such a combination of adhesives ensures good skin protection from intestinal discharge and painless
removal ofthe ostomy bag baseplate.

The Alterna® adhesive flows at the skin’s natural temperature and fills all the skin wrinkles and
contours, preventing intestinal waste leakage under the plate but not tightening the skin or
preventing body movement.

Alterna® adhesive baseplates are thick at the stoma and become thinner towards the edges.

The new-generation Alterna® baseplates are distinct in their combination of safety and ability to
retain healthy skin under the baseplate.

Safety:

- the plates are safely stuck to the peristomal skin and removed without pain

- erosion-resistant, protecting the skin from irritation

Retaining healthy skin under the baseplate:

- absorbing exeessive moisture from the peristomal skin surface

- maintaining the skin’s natural pH

Due to a more flexible basefilm, the new-generation Alterna® baseplates are softer, more flexible
and the 6 flex zones make the plate follow body’s contours enabling ostomy patients to move freely
and creating additional comfort during their use.

i\/ ‘- ill.
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/ Treadhesive baseplates of new-generation Altema® one-piece closed ostomy bags have a thin and
soft protective cover with a cutting guide for cutting a hole for the stoma, and a modified ear to
remove the cover which prevents rolling and sticking to the adhesive.

1 piece closed ostomy bags with integrated flat and convex baseplates can be used by patients with
normal retracted and flat stomas.

The enhanced flange of convex plates of ostomy bags Altema® h Altema® Free provides pressure on
the peristomal area allowing the stoma move outwards the skin level or skinfold.

1 piece closed ostomy bags with integrated flat and convex baseplates can be used by patients with
normal retracted and flat stomas.

1 piece closed ostomy bags Altema® have symmetric anatomic shape, integrated plates are round.
1 piece closed ostomy bags Altema® Free have asymmetric anatomic shape, integrated plates are
oval, therefore they have different maximum cut hole horizontally and vertically.

1 piece closed ostomy bags Altema® should be changed 2-3 times a day, so the adhesive layer of
the adhesive plate of 1 pc closed bag have been investigated for frequent change of the ostomy
bags; the plate of the ostomy bags can be easily removed without skin damaging.

The bags of 1 piece closed ostomy bags Altema® h Altema® Free are made of multilayer odour-
resistant transparent or non-transparent film, have the filter, beige one-sided soft non-woven layer
(closed ostomy bags Altema® and transparent closed ostomy bags Altema® Free) or beige two-
sided soft non-woven (non-transparent bags Altema® Free), The non-woven permits the skin under
the ostomy bag to breathe making the bag agreable to wear and protecting from irritation. One-sided
soft non-woven layer and two-sided soft non-woven are strong, easy to clean and fast drying.
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1 piece closed ostomy bags Altema® and Altema® Free are also comfortable to use due to the
unique built-in multi-layer filter, which neutralizes the odour and regulates the amount of the gas in

the bag.
Altema® Ostomy Bag has a filter rectangular in shape. The carbon filter of Altema® Free Ostomy
Bags are larger in size than that of Altema® Ostomy Bags, has a banana-shape.

1 pc closed ostomy bag Altema® and Altema® Free can have different size and volume: for
children (paediatric), maxi, midi, mini, mini-caps.

1 pc closed ostomy bag Altema® mini-cap is a one-piece closed bag of minimum volume integrated
hydrocolloid adhesive plate with spiral stmcture. Consisting of alternating adhesive layers and
indicated for the patients with colostomies.

The adhesive baseplate have a protective cover with a cutting guide for cutting a hole for the stoma.
The bag is made of multilayer odour-resistant non-transparent film, have built-in multi-layer filter
and an inner absorbent pad. Cut hole is 20-55 mm.
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Attema® Mini-caps are designed for patients with a eolostomy (with solid stool and rare regular
discharge) and can be used for bathing, outdoor activities and sports.

1piece closed ostomy bags Altema® are convenient, reliable and leak-free, they have an anatomical
shape and are disereet under elothing.

INDICATIONS / CONTRAINDICATIONS
Indications
Colostoma with solid or demi-solid intestinal discharge.

Contraindications:
Absent

USE GUIDELINES

Information
Coloplast accepts no liability for any injury or loss that may arise if this deviee is used in a
manner contrary to Coloplast’s current reeommendations

Warning
Re-use ofthe single use produet may create a potential harm to the user.
Reproeessing, washing, disinfeetion and\or sterilization may eompromise product
eharaeteristies, causing additional risk of physical harm or infection to the user.

Attention
Consult your health care professional before you start using ostomy bag with integrated
convex plates.

Preparation
- Cut a hole in the adhesive to fit the exaet size and shape of the stoma using a pair of small
curved scissors and the eutting guide on the adhesive. You can use the enclosed stoma
measuring guide to measure the size and shape of the stoma. An exact fit between the hole
and the stoma is important to reduce the risk of leakage and skin problems.

Thoroughly clean the stoma and the surrounding skin area. The skin must be completely dry
before application ofthe adhesive.
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adhesion and a perfect fit between the adhesive and the skin around the stoma.

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



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



STERILIZATION
A non-sterile device.

LIST OF NATIONAL AND INTERNATIONAL NORMATIVE
DOCUMENTS/STANDARDS, WHICH THE MEDICAL DEVICE COMPLIES TO

The document complies with the requirements of the national standards: GOST R 50444-92, GOST
RISO 10993-2011 (parts 1,5,9, 10, 11, 12, 18), GOST R ISO 10993-2009 (part 2), GN 2.3.3972-
00, MUI.1.037-95, GOST R 52770-2007, GOST 31214-2003, Collection of guiding teaching
materials for toxic-hygienic examination of polymeric materials and products on the basis of medical
supplie MZ USSR, 1987

The document complies with the requirements of the international standards: EC Declaration of
Conformity to Council Derictive 93/42/EEC, Certificate of compliance to quality system 1SO
9001:2008, 1SO 13485-2003, DS/EN 1SO 13485-2012

LABELING
Manufacturing date

iLOTI Lot Number
Expiry date

REF Catalogue Number
Manufacturer name and address
Do not reuse

Keep away from sunlight (printed on retail and shipper box)

i Horizontal storage

See Instructions for Use

e

WARRANTY LIABILITIES AND RECLAMATIONS

Manufacturer: Representative Office in Russia:
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This is to certify that Mrs. Lene Vibeke Jacobsen today in my presence at
the Notarial Office approved and signed the above document.

No conspicuous corrections or addenda were found in the document.

She has proved her identity by showing driving license.

The district court in Elsinore (HelsingOr), Denmark, August 16,2016.

ManTe Eouise Hansen
Notary Public
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Coloplast

YTBepxaeHo
15 masa 2016 T.

RA KoopauHatop,
Kononnact A/C

<Mognuck>  JleHe Bnbeke AKobceH

PYKOBOACTBO no UCTIOJIbSOBAHUNIO

CpegcTBa yxofa 3a CTOMOW OAHOKOMMOHEHTHbIE HOBOrO MoKoneHus Alterna®, BapuaHTbI
NCMONMHEHNA:

o KanonprvemMHMKM OQHOKOMMOHEHTHble Alterna® HegpeHMpyemble, Npo3payHble,
HernpospayHble, ¢ (UNLTPOM, pPas3/INYHbIX pPasmMepoB M 06BLEMOB, MWHU Kanbl, CO
BCTPOEHHbLIMW  MNIOCKUMM N KOHBEKCHbIMW  MflaCTUHaMKW, C  pasIMYyHbIMK
Bblpe3aeMbIMN OTBEPCTUSAMMU, 415 B3POC/bIX U AeTei (NnegnaTpuyeckue)

o KanonpveMHUKM 0AHOKOMMNOHEHTHbIe Alterna® Free HefpeHMpyemble, Npo3paydHble,
Henpo3payHble, PasMYHbIX pa3MepoB W 00bLEMOB, C (PU/ILTPOM, CO BCTPOEHHbLIMU
MI0OCKAMU N KOHBEKCHbIMW  MlacTUHaMW, C  Pas/IMYHbLIMW  Bblpe3aeMbiMU
OTBEPCTUAMU

npounssoacTtea «Coloplast A/S», OaHus

Now wtthjfera
in the adhesive
for more comf

Kononnact A/C, JaHus, 2016 .
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HAVMMEHOBAHWE MEAVNLUWNHCKOI' O N3AEJ/TNA

CpeactBa yxoga 3a CTOMOM OLHOKOMMOHEHTHble HOBOro rnokoseHuns Alterna®, BapuaHTbl

NCMNOSTHEHNA:
KanonpvemMHMKM OLHOKOMMOHeHTHble Alterna® HefpeHupyemble, Npo3payHble,
HernpospayHble, ¢ (UILTPOM, pPasINYHbIX pasMepoB U 00bLEMOB, MUHW Karbl, CO
BCTPOEHHbIMM  M/IOCKUMU U KOHBEKCHbIMM  MnjacTUHamMu, C  pasNIUyHbIMU
Bblpe3aeMbIMN OTBEPCTUSAMMU, 418 B3POC/bIX U AeTel (negnatpuyeckue)
KanonprvemMHMKN O4HOKOMMOHEHTHbIe Alterna® Free HefpeHupyemble, Npo3payvHble,
HernpospayHble, pas/INYHbIX pPa3MepoB U 06bLEMOB, C (PUALTPOM, CO BCTPOEHHbIMU
NJIOCKUMW U KOHBEKCHbIMW  MAacTUHaMW, C  pPas/IM4YHbIMU  Bblpe3aeMbIMU
0TBEPCTUAMMU

MecTa Npoun3BoOACTBA MeAULMHCKOIO U3eNns

1. Coloplast A/S, Holtedam 1, 3050 Humlebaek, Denmark
2. Coloplast Hungary KI'T, Buzavirag Ut.I5, 2800 Tatabanya, Hungary

KOMIMMNEKTAUNA MEOANUNHCKOIO N3AEJTNA

30 KanonpMemMHMUKOB OHOKOMMOHEHTHbIX HeapeHupyembix Alterna ® / Alterna® Free co
BCTPOEHHbIMW MIOCKMMW NaacTuHaMn nnn 10 KanonpremMHUKOB OAHOKOMMOHEHTHbIX
HegpeHupyembix Alterna ® / Alterna® Free co BCTPOEHHbIMU KOHBEKCHbIMUW MacTUHAMW BMeCTe C
WNHCTpyKLUMen No NPUMEHEHNIO NOMeLLeHbl B KAPTOHHYO Nayky.

HA3SHAYEHWE

[nsa c6opa KMLLIEYHOro OTAENSeMOro U3 CTOMbI, a TaKXKe AN5 3alUThl KOXW MepucToManbHON
06nacTu y NaLMeHTOB, NepeHecLLnx onepawuto ¢ GoOpMUPOBAHMEM KOJIOCTOMbI Ha MepeaHei
OPIOLLHOW CTeHKe.

O6nacTb NPUMeHeHNA: KOMONPOKTO/IOruS.
[na nayveHToB C  KOMOCTOMaMMU.
B cooTtBetctBUM ¢ FTOCT P 51609-2000 n npukasy MuH3gpaBa Poccum Ne 4H (06 yTBEpXAeHUM

HOMEHKNATYPHOIN Knaccupukaumm MeanuUMHCKUX WU34ennid) KanonpueMHUKN OJHOKOMMOHEHTHbIe
HeapeHMpyeMble 0THOCATCS K | Knaccy NOTeHLMaNbHOro pucka.

Kog OKI - 93 9890

Buna megmuMHCKOro n3fenns B COOTBETCTBMM C HOMEHKNATYPHOM Knaccumnkaunein MeanumHCKnX
nsgennin - 152450
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fCOCTAB, ONMNCAHWVE, AENCTBUE
["A*anonpreMHMK OAHOKOMMOHEHTHbIN
HegpeHupyembli  Alterna® wn Alterna® Free
npescrasnseT cob60i 3aKpbITbll CTOMHBIA MeLOK CO
BCTPOEHHOW M/JIOCKON WMAM KOHBEKCHON afre3vBHOW
MNacTUHOW  Ha TMAPOKONNONAHON  OCHOBE
CNVpaneBuAHON CTPYKTYpBbI.

CnupaneBungHasa CTpyKTypa aaresvsa (Kneesoro c/os)
Alterna®, cocTofiWas 13 vepelyHOLNXCA afre3snBHbIX
cfnoes, o06nafaer HafeXHbIMW  afre3vBHbIMU U
3aWUTHBIMU CBOWCTBaMMU.

CBeTnbIit afiIre3nBHbIN cno ABNAeTCH
abcopbupyowmnm, coxpaHaeT HOpMasibHOe COCTOsIHME

KOXW U 3hoBeHb pH.
TeMHbIi aAresvBHbIA CNON 06ecnevynBaeT HafeXHoe

npUKNenBaHue.
Takoe co4yeTaHWe aAre3vBOB MO3BO/SET 06ECMeYnNTb HafAeXHYH 3aliuTy KOXW OT BO3AelicTBUSA

KULIEYHOro OTAENAEMOro, a Tak)Ke 6€3601e3HEHHO OTK/ENBaTb KanonpunemMHUKHN.

Mo BO3AENCTBMEM €CTECTBEHHOro Tenna Koxu Apre3ums (Kneesol cnoii) Alterna® ctaHoBMUTCA
NNacTUYHbLIM U 3ano/HAET BCe CKNAAKN U HEPOBHOCTW KOXU, NPENATCTBYSA NPOTEKAHWUIO KULLIEYHOTO
OTLENAEMOro nof naacTuHy, He CTATMBAET KOXY U He MELLaeT ABVXKEHUAM Tesa.

AfresneHas nnacTuHa Ka/lonpueMHMKa 3rronuieHa y CToMbl U UICTOHYAETCA K Kpato.

MnacTWHbl KanonpueMHWKOB HOBOTO nokoneHus Alterna® oTnnuyaeT coyeTaHue 6e30MacHOCTM K
CNOCOBHOCTM COXPaHATb MOA NNACTUHOI 340POBYHO KOXY.

Be3onacHoOCTb:
- MNACTUHbI HafeXXHO MPUKIENBaOTCA K KOXKe BOKPYT CTOMbI, 6€360/1e3HEHHO YAansaoTCs

- YCTONUMBLI K 3p03UK, 3aLLULLAI0T KOXY OT pasfpaKeHus
CoxpaHeHue 340pOBOI KOXW NOA NAaCTUHON:

- NNacTUHbI NOrNOLWAT U36LITOK XMAKOCTU C MOBEPXHOCTU KOXMU
- NOAAEPXUBAKT HOPMaNbHbIA pH KOXMW.

bnarogaps 6o0fiee TOHKOMY C/OH0 afresvea W HanMuuMi 6-u 30H TUMOKOCTM NNACTUHBI
KanonpmemMHWKOB HOBOro nokosneHus Alterna® 6onee MArkne n rubkue, No3BOMAKT MAACTUHE
cnefosatb M3rnbam Tena, YTo faeT BO3MOXHOCTb CTOMMPOBAHHOMY MauueHTy CBOOOLHO ABUraTbCs

1 co3A4aeT A0MNONHMTENbHbIA KOM(OPT.
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AAre3vBHble NNaCTUHbI KaSIONPUEMHUKOB HOBOTO NokoneHus Alterna® nmetoT 3aLMTHOe NOKPbITHE
C WabnoHOM ANs Bblpe3aHMst OTBEPCTUIA noj CTOMYy, a Takke MOAU(DULMPOBAHHOE YLIKO ANs
yaneHns NoKpbITUS, NPenaTCTBYHOLLEee CKaTbIBAHWIO N NPUKNENBAHUIO K afire3unBy.

BcTpoeHHast nnacTuHa KanonpuemMHUKa MOXeT OblTb MIOCKOW NN KOHBEKCHOIA.
KanonpmemMHMKN C¢ KOHBEKCHbIMW MNnacTvHamy pa3paboTaHbl AN NaLWEHTOB CO BTAHYTbIMW WK
MAOCKMMW CTOMaMU.

KoHBeKCHas pakoBMHa KanonpueMHukoB Alterna® un Alterna® Free coO BCTPOEHHOW KOHBECKHOW
NMacTMHON OKa3blUaeT AaBfieHWe Ha NepucToMasbHyt0 061acTb, TEM CaMbiM BbiTa/IKMBas CTOMY Haf
MOBEPXHOCTbIO KOXMW WUAN U3 KOXXHOW CKNaaKu.

Hannuune B HOMEHKNAaTypHOM pAfy KalonpneMHUKOB CO BCTPOEHHLIMU MIOCKUMUN N KOHBEKCHbIMMU
nnactTMHaMmn MNo3BONIAET I'IO,EI,O6paTb KaonpneMHuK nagneHtTamn C€ pasnnyHbiIMM CTOMaMMU:
HOPManbHbIMW, NMNOCKUMWU N BTAHYTbIMW.

KanonpnemMHMKN OQHOKOMMOHEHTHble HeApeHupyemble Alterna® uMMelOT aHaTOMUYecKui
CUMMETPUYHbIV AN3aiiH, & BCTPOEHHbIe MNACTUHbI KPYTyHo (hopMmy.

KanonpnemMHnKN OAHOKOMMOHEHTHble HefpeHupyemble Alterna® Free MMEKT acMMMETPUYHBIN
aHaTOMWYecKMn [u3aliH, a nnacTUHbl OBaNbHYK (DOPMY, BCNEACTBME YEro MMEKT pas3Hoe
MaKCUMasbHO Bblipe3aeMOe 0TBepCTHe MO FOPU30HTaAM U MO BEPTUKANN.

KanonpuemMHMKn ogHOKOMMNOHEHTHble HeapeHupyemble Alterna u Alterna® Free cneflyeT MeHATb
2-3 pasa B fieHb, NO3TOMY K/1€eeBOi CNOi aAre3nBHOM NAACTUHbI HEAPEHUPYEMOTO KanonpuemMHuKa
cneymanbHO paspaboTaH 418 4acTOM CMeHbl KafOMpPUEMHWKOB; MAacTUHA KanonpueMHMKa Nerko
OTKNENBAETCA, He TPABMUPYS KOXY.
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'MeLLKM 0HOKOMMOHEHTHbIX HepeHNPYeMbIX KasonprueMHUKOB HOBOIo NokoneHusa Alterna® u
Alterna® Free n3rotoBneHbl U3 MHOTOC/IOMHOW, NPO3PAYHON NN HEMPO3PAYHOiA, He
nponyckaroLuei 3anax nieHKu, oCHalleHbl PUIbTPOM, UMEKOT OAHOCTOPOHHIOK MATKYH HETKaHYyHo
NoAnoXKy 6exeBoro useta (KanonpuemHukn Alterna® n npo3payHble KanonpmemHukn Alterna®
Free) nnm gBycCTOpOHHee HeTKaHOoe NOKpbITUe 6eXXeBoro LeeTta (Henpo3payHble KanonpuemMHUKN
Alterna® Free), N03BoNAOLIME KOXE NOA KaNONPUEMHUKOM AblLIATh U NPefoXpaHatoLLmne ee oT
pasgpaxeHusa. OL4HOCTOPOHHAA HETKaHas NOoAN0XKa U ABYCTOPOHHee HETKAHOE MOKPbITUE NPOYHbI,

NErko MoKTCA U BbICTPO COXHYT.

KanonpuemMHWKN OOHOKOMMOHEHTHble Alterna® un Alterna® Free HegpeHupyemble YAO6HbI U
KOM(OPTHbI B MNPUMeHeHUN TakKxe 6narofaps YHWUKanbHOMY BCTPOEHHOMY MHOTOCNO0MHOMY
(hMNbTPY, KOTOPbIA NMONHOCTLIO HEMTPANNU3yeT 3anax v peryampyeT KoamyecTsa rasoB B MeLLKe.

dunbTp KanonpumemHuMkoB Alterna® wnmeeT nNpPAMOYronbHY0 (QOPMY. YTONbHbIA  QUALTP
KanonpvemHukos Alterna® Free 60nbuie no pasmepy, Yem QuabTP KanonpmemHukos Alterna®,

nmeet hopmMy «baHaHa».

"TbIN.

KanonpvemMHUKN OLHOKOMMOHEHTHble HefpeHupyemble Alterna® n Alterna® Free moryt umetb

pasNnyHbIA  pasmep n obbem: Ana geteir (neguatpuyeckue), 6onblune, cpegHue, MaseHbKue,

MWHWKanNbI.

KanonpnemMHUK 04HOKOMMOHEHTHbI HOBOTO NOKoNeHusa Alterna® mMuHM Kan npeacTasnseT coboin
Hepa3beMHbIA HEAPEHUPYEMbIA CTOMHbIA MEWOK MWHUMaNbHOrO 06bemMa CO BCTPOEHHOW
afire3vBHOM NNacTUHOM Ha rMAPOKONINOUAHON OCHOBE CrMpaneBUAHOW CTPYKTYpbl, COCTOSALWEN U3

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



yepefyloLWMXCA afre3nBOB; MNpeAHa3HayeH AN NauWeHTOB C KonocTomamu. AfresvBHas
/nnacTvHa MeeT 3alMTHOe MOKPbITAE C Wab/oHOM [/15 Bblpe3aHnsa OTBEPCTUI Nofg cToMy. Mew ok
'U3roToB/IEH U3 HENpo3payHOil MHOrOC/MOMHOM, He nNponycKawLlen 3anax MJeHKU, OCHaLLeH
(OMNLTPOM N UMEET BHYTPEHHI0K abcopbupytlowyo npoknagky. Boipesaemoe oteepctue 20-55 mm.

KanonpvemHukn Alterna® MuUHM Kanbl NpeAHasHavyeHbl A0S NayMeHTOB C  KOMOCTOMOWR (C
OPOPMJIEHHBIM CTY/IOM WU PefKUMWU PETYNIAPHbIMU BbLUENIEHUAMMN) U UCMONb3YIOTCA MPU KynaHum,
AN9 aKTUBHOIO OTAbIXa U 3aHATUIA COPTOM.

O[LHOKOMMNOHEHTHbIE HEAPEHUPYEMbIE KanoOMpPUEMHUKU HOBOTO nokoneHus Alterna® yao6HbI,
HaZeXHbl U TepMETUYHbI, UMEKT aHaTOMUYECKYIO (hOPMY, HE3aMETHbI NOJ OAEX /0.

MOKA3AHUNA / MPOTUBOMOKA3AHIUNA
Noka3aHus
Mpy KonocTtomMe ¢ OPOPMJIEHHBIM UM NONYOHOPMIEHHBIM KULLEYHBIM OTAENAEMbIM.

I_IpOTI/IBOI'IOKa3aH ua
OTcyTCTBYIOT.

YKA3AHWA MO NCIMOJIb3OBAHUIO

MHgpopmaums
KomnaHus Coloplast He HeceT OTBETCTBEHHOCTW 3a NtOOble TeNeCHble MOBPEXAeHUs, a
TakXXe MHOW yuep6, HAHECEHHbIN B pe3y/bTaTe UCMONb30BaHUA U3LeNniA BONpekn crnocooby,
PEKOMEHL0BAHHOMY KOMMaHMWEe.

NpenynpexkaeHve

- [loBTOpHOE MCNONb30BaHWE U3JeNNiA, NPefHAa3HAYeHHbIX 418 OAHOKPATHOrO NPUMeHeHus,

MOXeT MpeACTaBNATb PUCK A4 NOMb30BaTeNs
MosTOopHasa 06paboTka, O0YMUCTKA, [Ae3NHMEKUMAa W CcTepunnsaums MoryT yXyAwuTb
TEXHWYECKME XapaKTepUCTUKX W3LeNnus, 4To B CBOK OYepedb CO34aeT AOMOMHUTENbHbIN
PUCK HAHECEHUS TeNEeCHbIX NOBPEXAEHUA NN NUHPULMPOBAHUSA MaLMeHTa.

BHumaHwne
Mepes NpYMeEHEHMEM KanonpueMHNKOB CO BCTPOEHHbIMW KOHBEKCHbIMU MacTUHamMu
Heo6X04MMO NPOKOHCYbTUPOBATLCA CO CMELMaNNCTOM No yXo4y 3a CTOMOIA.

lNogroToska

- BblpexbTe 0TBepcTMe, TOYHO COOTBETCTBYOLLee pasmepy ¥ (hOpPMe CTOMbl, WMCMO/b3YyH

MafleHbKMNe HOXHULbI C M30THYTbIMWU KOHUaMW W WabnoH ANf Bbipe3aHWs OTBEPCTUA Ha
3alMTHOM MOKPbITUM MAacTWHbL. [ns onpefeneHws pasmepa U (OPMbl CTOMblI MOXHO
ncnonb3oBatb WabMOH [ANA W3MEPeHUs CTOMbl. TOYHOe COOTBETCTBME BblPe3aHHOro
OTBEPCTUA U CTOMbl BaXHO A1 YMEHbLUEHWUA pUCKA NPOTEKaHUS W BO3HUKHOBEHWA
pas3fpaXKeHns Koxu
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TwaTenbHO 0YMCTUTE CTOMY M KOXY BOKPYT CTOMbI. [epes NpUKNeMBaHneM NaacTUHBbI
KaflonpueMHMKa KOXa BOKPYT CTOMbI AO/DKHA ObITb YUMCTas U cyxas.

[NpnumeHeHne
YpannTe 3alWUTHYIO MEHKY C agre3usa.

Ka/lonpneMHMKa BOKPYTr CTOMbI 1N NJIOTHO MPMXMUTE €€ K KOXKE.

UTo6bl 06ecneunTb BbICTPOE U HAfiEXHOE NPUKIENBaHME NNACTUHbI KaONPUEMHMKA BOKPYT
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PunbTp
Mpun He06X04MMOCTUN ANA NPeOTBPaLLEHMS OTTOKA ra30B M3 MeLLKa 3aK/eliTe 0TBEPCTUE
(hnNbTpa 3aLLUTHON HaKNENKOA.

YCNOBUA SKCINTYATAUNN
Temnepatypa ot 10 “C go 35 °C, oTHOCMTe/IbHasA BNaXHOCTb Bo3gyxa oT 60% pno 85 %;
atmocepHoe gaeneHue ot 720 fo 780 MM pT.CT.

YCNoBUNA XPAHEHUA N CPOK FT'OAHOCTU

B YMakOBKe NMPOU3BOANTENA U AO/KHbLI COOTBETCTBOBATL YCN0BMAM xpaHeHusa 2 TOCT 15150.
XpaHUTb rOPM30HTa/IbHO NpK KOMHaTHON Temnepatype (0T 8 4o 25°C), B CyXOM MOMELLEHUN, B
MecTe, 3aLlMLLEHHOM OT NPAMOro CO/IHEYHOTO CBeTa, He NofBeprarb HarpesaHuo 1
3amMopaXxunBaHuio.

Mpu cobnofeHnn pPeKOMeHLOBaHHOro crocoba XpaHeHUs u3genus ctabuibHbl A0 KOHLA Cpoka
rofHOCTW, OTMEYEHHOr0 Ha ynakoBke. CpOK rogHoCTu cocTasfiseT 3 roga.

TPAHCIOPTUPOBKA

TpaHCNOPTUPOBKA MOXET OCYLLeCTBAATLCA I06bIMW BUAAMKU TpaHCnopTa B COOTBETCTBUM C
TpebOoBaHNAMU TPAHCMNOPTUPOBKN  U3LeNNIA  MeLUUMHCKOTO Ha3HaYeHWs B TOPU3OHTa/IbHOM
nonoXxeHnun npu temnepatype ot 0 go +25°C, BnaxHoctn 40-60%.

Cnepyet n3beratb nonagaHna NPAMbIX COTHEYHbIX NIyYel, HarpeBaHuns u 3aMopaKnBaHus.
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N3ALNSA

NOMPUEMHUKN  OLHOKOMMOHEHTHbIE HeApeHMpyeMble HOBOro mnokoneHus Alterna® nocne
/~nonb30BaHMA OTHOCATCA K Knaccy A no Knaccu@ukauum onacHoctu (cornacHo CadlluH
21.7.2790-10).

Mcnonb3oBaHHble  MaTepuanbl  YTUAW3UPYKOTCA  COraCHO  YKasaHHOMY  Knaccy 0nacHoCTU
MeauuMHCKNX oTxogoB no CaHluH 2.1.7.2790-10.
Wcnonb3oBaHHOE n3genue cnefyet BbIOGPOCUTL C 6bITOBbIM MYyCOPOM.

CTEPNNTN3ALNA

M3penne HecTepunbHo.

NMEPEYEHb HALUWMOHAJIbHbBIX MEXAYHAPOOHbLIX  HOPMATWBHbIX
OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVWUWMHCKOE
N3OENVNE

CooTBeTCTBYeT TpebOBaHMAM  HauMOHaNbHbIX  CcTaHgapToB: COOTBETCTBYET TpebOBaHUAM
HalMOoHaNbHbIX cTaHAapToB: COOTBETCTBME HauMoHanbHbIM cTaHfapTam: TOCT P 50444-92, TOCT
P MCO 10993-2011 (uactm 1, 5, 9, 10, 11, 12, 18), TOCT P MCO 10993-2- 2009, 'H 2.3.3972-00,
MY 1.1.037-95, TOCT P 52770-2007, C60pHMK PYKOBOAALLMX METOLUYECKUX MaTepuanoB no
TOKCUKONOTO-TMrMEHNYECKUM NCCNeA0BaHMAM NOMMMEPHbIX MaTEPUanoB M U3[ENNIA Ha UX OCHOBE
MeAMLUMHCKOro HasHavyeHna M3 CCCP, 1987 r., TOCT 31214-2003.

CoOTBeTCTBUE MeXAYHapoAHbIM cTaHfapTam: [eknapauma cooTseTcTBusA Aupektuse 93/42/EEC,
moandunumMpoBaHHol anpekTueoin 2007/47/EEC, CepTutmnkar coOOTBETCTBMA cucTeme KadecTsa ISO
9001:2008, 1ISO 13485-2003, DS/EN ISO 13485-2012.

MAPKMPOBKA

[Jata nponssoacTaa
ILOTI Homep naptuu

[JaTa OKOHYaHWA cpokKa rogHoCTH
REF KaTanoxHsblii HoMep (apTukyn)

W * aadiotsd®  M3arotoBuTens
n P MM3050HuTlebml<

He ncnonb3oBaTb NOBTOPHO

)K N36eraTb BO34eACTBUA NPAMbBIX COJTHEYHBIX NyYeit
Vl = XpaHuTb ropu3oHTanbLHO
. Mepes NpMMeHeHMEM 03HaKOMbTECb C MIHCTpyKLMei
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"PAHTUNHbBIE OBA3ATE/IbCTBA N PEKJTAMAL WA

JpownssoguTtens: MpefcTaBuUTeNbLCTBO B Poccuu:

Coloplas3l A/8, Holleclar 1, 3050 00O «KononnacT»

Hwnlebaek, BenTark; MockBa, JIeHWHrpafCKuii npocnekT nA.72, Kopn.2,
T/(p:+45 49 11 11 11, 125315, Poccus

www .coloplast.com Ten.: +7 495 937 53 90 dakc: +7 495 937 53 91,

info@coloplast.ru
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/epeBof BbINOSIHW NePEBOLUNK
CtenaHeHkKo Onecs NaBnoBHa

Mopos Moc! C Poccuiickas ®epnepaLms Bcero npowHypoBaHo, NPOHYMepoBaHo
[Baauartb LWecToro asrycra ABe ThicA4n N CKpenjeHo neyvatbto 22 nuUcT (-a, -0B)
LecTHaALATOro roaa. HoTtapuyc m o.q nich

A, KapnnH BukTop AnekcaHipoBud, HOTapuyc

roposa MOCKBbI, CBUAETENLCTB)YO MOA/IMHHOCTb rEPE

noanucy, caenaHHow nepeBoguYnkom CTenaHeHKo

Oneceii MaBnoOBHOW B MOEM MPUCYTCTBUMN. MEYA

JINYyHOCTL eé ycTaHOB/EHa.
N 7-
3aperucTpupoBaHo B peecTpe 3a Ne

B3bICKaHO rocnoLwinHel (Mo Tapuy):

rapgoBas  NOAMUCH
MEYATDb
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ropoa Mocksa, Poccuiickas ®egepayms
[Bajuath WecToro aBrycra iBe TbiCA4U
LWecTHaALaToro roga.
Bcero npowHypoBaHo, NPOHYMepoBaHO
A, KapnnuH Buktop AnekcaHapoBuy, HOTapuyc ropoja W CKpenseHo ne)latbto 24 nuct (-a, -0B)
MOCKBbI, CBUAETENbCTBYO BEPHOCTb 3TOWN KOMUK C HoTapuyc
NOA/IMHHUKOM [OKYMeHTa. B nocnefHeM nog4ucToK,
NPUNNCOK, 3a4EPKHYTbIX C/TIOB U UHbIX HEOTOBOPEHHbIX
ncnpaBneHnin NN Kaknux-nnmbo ocCO6eHHOCTER HeT.

MHot0, Ny, 06paTuBLUEMYCSA 3a COBEPLUEHUEM
HOTapuanbHOro AeiCTBUSA, Pa3biACHEHO, YTO MpU
CBUAETENbCTBOBAHMM BEPHOCTM KONMUKN AOKYMEHTA He
NOATBEPXKAaeTCA 3aKOHHOCTb COAEPXaHMA OKYMeHTa
M COOTBETCTBME N3NTOXKEHHbLIX B HEM (PAKTOB
[IeACTBMTENBHOCTH.

3UDKo”B'rpeectpe 3a No_

rocnoAnu!”l no tapugy):
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KOl
Coloplast

Coloplast A/S TIf. 4911 11 11
Holtedam 1 Tel. +4549 11 11 11
DK-3050 Humlebaek www.coloplast.com

Re: Confirmation of Coloplast A/S, RA Coordinator, about documentation on the Medical

Device Alterna® New Generation One-Piece Ostomy Care Products, design variants:
Altema® One-Piece closed bags, transparent, nontransparent, with filter, of
different sizes and volumes, mini caps, with integrated flat and convex baseplates,
different sizes of cut holes, for adults and children (paediatric)

o Alterna® Free One-Piece closed bags, transparent, nontransparent, of different sizes

and volumes, with filter, with integrated flat and convex baseplates, different sizes of
cut holes

To whom it may concern:
Dear Sirs,

% Coloplast A/S in the person of Lene Vibeke Jacobsen, RA Coordinator, confirms the correctness
ofthe Addendum to Application Guidance, compiled by Coloplast A/S.

[@]®)

This Addendum has been compiled for registration of the medical device

Altema® New Generation One-Piece Ostomy Care Products, design variants:

o Altema® One-Piece closed bags, transparent, nontransparent, with filter, of different
sizes and volumes, mini caps, with integrated flat and convex baseplates, different
sizes of cut holes, for adults and children (paediatric)

o Alterna® Free One-Piece closed bags, transparent, nontransparent, of different sizes
and volumes, with filter, with integrated flat and convex baseplates, different sizes of
cut holes

in the Russian Federation.

MAC

Lene Vibeke Jacobsen
RA Coordinator
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fletten i Helsingor

This is to certify that Ms. Lene Vibeke Jacobsen today in my presence at
the Notarial Office approved and signed the above document.

No conspicuous corrections or addenda were found in the document.

Ms. Lene Vibeke Jacobsen has proved her identity by showing driving licen-
se.

The Court of Elsinore, Denmark, 17 november, 2016.

Helle Sandbye Uhlmann
Notary Public
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KanonpneMHUK OHOKOMMOHEHTHbI 183,8 148 2,5-45 1 327
Alterna® HeapeHupyemblii,

Henpo3payHblil, CpeaHuiA,

Bblpe3aemoe otBepctune 20-55 mm

KanonpnemMHWK OGHOKOMMOHEHTHbI 183,8 148 2,5-45 n 327
Alterna® HegpeHUpyeMbIii,

Mpo3payHblid, CPegHUIA, BbIpe3aeMoe

oTeepcTue 20-55 mMm

KanonpvemMHUK 04HOKOMMNOHEHTHbI 148,3 139 2,5-45 1 159
Alterna® HefpeHUPYEMBbIA,

Henpo3payHblil, MaJIEHbKNA,

Bblpe3aemoe otBepctue 20-55 mm

KanonpnemMHWK O4HOKOMMOHEHTHbIN 109 109 3,1-5,1 u 26
Alterna® HefpeHUpyembli,

Henpo3payHblii, MUHMKaN,

Bblpe3aemoe otBepcTtue 20-55 mMm

KanonpmeMHUK 04HOKOMMOHEHTHbI 223,8 148 8,1* 26 502
Alterna® HegpeHMpyeMbIii,

Henpo3payHblil, 60/bLIOA,

KOHBEKCHbI, Bblpe3aemMoe 0TBepcTue

15-43 mMm

KanonpvemMHUK 04HOKOMMOHEHTHbI 216,4 150,6 4,5-6,5 14 504
Alterna® Free HegpeHUpPYyeMmbIiA,

Henpo3payHblii, 60/1bLIOHA,

Bblpe3aemoe otBepctue 20-75 MM

KanonpmemMHMWK OGHOKOMMOHEHTHbIA 216,4 150,6 4,5-6,5 14 504
Alterna® Free HefpeHUpYeMbli,

npo3payHblii, 60MbLIOK, Bblpe3aeMoe

oTeepcTue 20-75 MM

KanonpnemMHUK 04HOKOMMOHEHTHbI A 183,4 137,7 4,5-6,5 13 325
Alterna® Free HegpeHUpPYeMbIiA,

Henpo3payHblii, CpeaHNiA,

Bblpe3aemoe oTBepcTue 20-65 mm

KanonpvemMHUK OHOKOMMOHEHTHbI A 183,4 137,7 4,5-6,5 13 325
Alterna® Free HefpeHUpPYEMBbIA,

NMpo3payvHblii, CpefHNIA, Bbipe3aemoe

oTeBepcTue 20-65 mMm

KanonprmemMHWK O4HOKOMMOHEHTHbIN 143,9 135 4,5-6,5 12 137
Alterna® Free HegpeHMpyeMmblid,

Henpo3payHblil, ManeHbKWH,

Bblpe3aemoe otBepctue 20-65 mm

KanonpmemMHMWK 04HOKOMMOHEHTHbIN 143,9 135 4,5-6,5 12 137
Alterna® Free HeApeHUPYEMbINA,

NpPO3payvHbIii, ManeHbKUi,

Bblpe3aemoe oTBepcTue 20-65 Mm

KanonprvemMHUK 04HOKOMMNOHEHTHbI 216,4 150,6 6,5* 25 500
Alterna® Free HefpeHUpYeMbI,

npo3payHblii, 60bLIOA, KOHBEKCHbIN,

Bblpe3aemoe oTBepcTue 15-43 mm

KanonpnemMHWK 04HOKOMMOHEHTHbIN 183,4 137,7 6,5* 23 279
Alterna® Free HefpeHupyembliii,

Henpo3payHblii, CpeaHui

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



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



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



MepeBof C aHIMIACKOTO A3blKA HA PYCCKUI A3bIK BbINOMHW NMEPEBOUNK
OybuHuHa TaTbaHa AHpeeBHa
o r3
/ W Fep6oBas neuyarb
S HoTapuyca r. MOCKBblI
CmunpHosoit M.C.

MNopos Mocksa.

Tpuauatoro HoA6pPA ABe ThiCAUYM WeCTHAALATOro roja.

A, CmupHoBa MapuHa CepreesHa, HoTapuyc ropoga MOCKBbI, CBULETENLCTBYIO
NOA/IMHHOCTb MOAMUCU, CLENAHHOW NepeBOAYMKOM [ y6UHMHOA TaTbAHOW AHAPEEBHON B
MOEM MPUCYTCTBUMN. JINYHOCTbL €€ yCTaHOB/eHa.

3apermcTpupoBaHo B peecTpe 3a Ne

B3bickaHo Mo Tapugy: 100 py6. 00 kon.
200 py6. 00 KOM. B3bICKaHO 3a OKa3aHue ycnyr
NpaBoBOro U TeEXHWYECKOro xapakTepa.

HoTtapuyc

NOANNCH

lep6oBas nevatb
HoTapuyca r. MOCKBblI

CMUPHOBOW M.C.

Bcero npowHypoBaHo,
MPOHYMEPOBAHO U CKPEM/IEHO
neyatbio AEBATb NUCTOB.

HoTapuyc
noanuch
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