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Dermal implant Sculptra™ (poly-L-lactic acid) manufactured by Q-Med AB, Sweden

DEVICE DESCRIPTION

SCULPTRA™ is a poly-L-lactic acid implant in the form of a sterile non-pyrogenic suspension,
which is reconstituted from a sterile dry powder by the addition of sterile water for injections. This
suspension contains microparticles of poly-L-lactic acid, the crystalline form of polylactic acid.
Poly- L-lactic acid is a biocompatible, biodegradable, synthetic polymer from the alpha-hydroxy-
acid family.

COMPOSITION OF SCULPTRA
Each vial of dry powder contains:

150 mg of poly-L-lactic acid

90 mg of sodium carboxymethylcellulose
127.5 mg ofnon-pyrogenic mannitol

PRIMARY PACKAGING

Glass Vial; Clear colourless Type | Ph.Eur./JUSP glass vial
Rubber Stopper; Red Ph.Eur./USP Bromobutyl rubber stopper
Aluminium cap provided by plastic flip-off:  Grey Polypropylene and aluminum flip-off cap

HOW SUPPLIED

The SCULPTRA dry powder is supplied after aseptic filtration sterilization in a sterile elongated
clear glass vial with an aluminium ring at one end, which is hermetically sealed by a rubber bung,
covered by a flip-off cap. SCULPTRA powder is reconstituted with 5 ml of sterile water for
injections to form a sterile non-pyrogenic suspension.

CONFIGURATION

Vial containing Sculptra'™*™- 1piece
Instructions for use - 1piece
Labeled carton - 1piece

Guaranteed critical parameters /characteristics of the Device

Critical Parameter / Characteristic Specification limit
Description White to off-white lyophilized powder, in a clear glass
vial, with a red rubber stopper and with an aluminium
crimp with a grey flip-offcap

Reconstituted Product Evaluation Formation of a well-dispensed suspension :
foam f(ry! I\
pH (reconstituted solution) 5.9-7.2 (i \'m |
A_verage Weight of content (on 20 273 0-406.3
vials) (mg)
1(8) Doc id: RIA id
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. GALDERMA MA-35583
Critical Parameter /Characteristic Specification limit
Uniformity of mass Complies
Water content (%) < 1,3 at release
< 2.0 at end of shelf life
Sterility Sterile

INDICATIONS FOR USE

SCULPTRA is suitable for increasing tlie volume of depressed areas, particularly to correct skin
depressions, such as in skin creases, wrinkles, folds, scars, and for skin aging.

SCULPTRAIs also suitable for large volume corrections of the signs of facial fat loss
(lipoatrophy).

Injection technique: the depth of injection and quantity of SCULPTRA used depend on the area
to be treated and the result expected. Over-corrections should be avoided, but if they occur, the area
concerned should be thoroughly massaged to ensure proper distribution of the product. See section
“INSTRUCTIONS FOR USE” for additional infomiation.

MODE OF ACTION

SCULPTRA is injected into the deep dermis or subcutaneous layer with a 26 G needle. The tight
granulometric distribution of the microparticles of poly-L-lactic acid, its slow degradation kinetics,
and a viscosity which is suitable for both deep intradermal or subcutaneous injections, gives
SCULPTRA its mechanical properties and prolonged resorbability, which make this implant
suitable for filling areas of depressed skin.

BIODEGRADATION

Sculptra consists of PLLA particles that slowly will degrade after injection. In vitro studies have
shown degradation rate between 2% up to 10% after 24 months. The main metabolite lactate will be
removed from the tissue by the cell glycolytic pathway.

The clinical experience is that effect of the treatment starts to slowly subside after 24 months.
Biopsies from patients shows the presence of PLLA particles 12 months after injection, while no
particles were obseiwed in biopsy samples obtained 30 months after last injection; that might be an
indication of complete biodegradation of PLLA particles (Vleggaar D & Bauer U 2004. J. Drugs
Benuwijol. 3(5):542-547).

1, the implant is not possible to remove or replace.

HCATIONS
the case of acute or chronic skin disease (infection or inflammation) in or near the
Mreated. SCULPTRA should not be used by any person who has an allergy to any of the
constituents of the product.
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Instructions for Use of Medical Device Sculptra
GALDERMA MA-35583

WARNINGS

SCULPTRA should only be used in the deep dermis or subcutaneous layer.

Avoid superficial injections in order to avoid the appearance of early papules or nodules at the
injection site, which could be suggestive of improper injection techniques (superficial placement,
excessive amount of product, incorrect reconstitution). In addition, massaging the treatment area to
ensure proper distribution ofthe product may also minimize the appearance ofpapules or nodules.
SCULPTRA vials are for single patient and single session use only in order to avoid
contamination. Do not re-use the vial or do not re-sterilize the vial.

Discard immediately after use. Do not use if package or vial is opened or damaged.

Caution must be taken to avoid injection into the blood vessels. An introduction into the vasculature
may occlude the vessels and could cause skin infarction or embolism.

Do not overcorrect (overfill), a contour deficiency because the depression should gradually improve
within several weeks as the treatment effect of SCULPTRA occurs.

Do not inject into the red area of the lip (vermillion).

Always mix the powder with sterile water for injections.

For injection of SCULPTRA, use the 26 G needles with single-use sterile syringes.

PRECAUTIONS FOR USE

The following precautions should be observed:

SCULPTRA should only be used by health care providers with expertise in the coirection of
volume defects after fully familiarizing themselves with the product, the product educational
materials and its complete instruction leaflet.

The injection site should be cleaned with an antiseptic and free fiom inflammation or infection.
As with all injections, patients treated with anti-coagulants may run the risk of a haematoma or
localized bleeding at the injection site.

The safety of SCULPTRA for use during pregnancy, in breastfeeding females or in patients under
18 years has not been established.

No studies of interactions of SCULPTRA with drugs or other substances or implants have been
made.

Caution must be taken when injecting SCULPTRA in areas of thin skin, such as the periorbital
area.

An increased risk of papules and nodules in the periorbital area has been reported (see section
“SIDE EFFECTS”). Refer to the product educational materials for instructions regarding injection
techniques.

The safety ofusing SCULPTRA in patients with susceptibility to keloid formation and
hypertrophic scarring has not been established. SCULPTRA should not be used

known history of or susceptibility to keloid formation or hypertrophic scarring. //.'V

If laser treatment, chemical peeling or any other procedure based on active de

considered after treatment with SCULPTRA, there is a possible risk of elicitinj

Doc id; RIA id
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Instructions for Use of Medical Device Sculptra
GALDERMA MA-35583

08 Qo o

reaction at the implant site. This also applies if SCULPTRA is administered before the skin has
healed completely after such a procedure. NN

The patient should be informed tot he or she should minimize exposure of the tmatment area
and avoid UV lamp exposure until any initial swelling and redness has resolved

Fog

SroE EFFECTS OF THE TREATMENT

The side effects usually resulting from the injections are transient bleeding from an area the sme
tire point of the needle or nans.ent pain, localised redness at the injection site, ecehymosts,
hematoma, or even slight oedema, which generally resolve witinn 2-6 days.

Based on data obtamed through post-marketing surveillance and clm.cal studies, nodules

B o vo

I"nI c3I on!'papules, invisible but palpable, or visible nodules including penorbital nodules, or
areas of mduration have been noted in the injection area and may be due to over-correction.
Nodules are occasionally associated with inflammation or discoloration.

The early occurrence of subcutaneous nodules at the injection site (withm 3 to 6 weeks after
treatment) may be minimized by adhering to proper dilution and injection tohniques (see section

dX "M ad L csofsubcutaneous nodules at the injection site (within 1to 14 months post
iniection) have been reported with sometimes a prolonged duration of np to 2 years.

I T 6 1r areasor laL granuloma formation, in some cases, they resolved spontaneously or
following treatment with multiple intralesional injections of corticosteroids or other such age ~
Sulgical excision of the nodules was sometimes tequired when they were larger ms.e, occumng in
difficult anatomical regions (e.g. lower eyelid) or persisting after other treatments.

Other rarely reported adverse events include injection site abscess, injection site mfecnon me
cellulitis (facial), staphylococcal infection, late granuloma

urticaria, skin hypertrophy and injection site atrophy, angioedema, telangiectasts,
scarring, skin discoloration.

sarcoi

anysideeffects orproductcomplaintsshould benotified to your

LOCAL GALDERMA REPRESENTATIVE OR DISTRIBUTOR.

INSTRUCTIONS FOR USE

.Mt
b Refer to the product educational matenals for instructions regarding injection technigues.
Reconstitution prior to use . .
SCULPTIM&fe«stituted extemporaneously in the following way.
¥ 1 Rofaci™”™rfi™ap fromJle vial and clean the penetrable stopper ofthe vial with an
u
>

represgn”™w//dr dffi

Doc id; RIA id
& 000 LPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU 4(8)



n

Title Doc id
Instructions for Use of Medical Device Sculptra

GALDERMA MA-35583

2. Take a sterile single-use 5 ml syringe (graduated in 1/10 ml) and an 18 G sterile needle and attach
the needle to the syringe.

3. Draw 5 ml of sterile water for injections with the syringe.

4. Slowly add the 5 ml of water to the dry powder, by introducing the 18 G needle into the rubber
bung of the vial by a single puncture.

5. Let it stand for at least 2 hours to ensure complete hydration; do not shake during this period.
SCULPTRA can be stored at refrigeration (2-8°C) or room temperature up to 30°C during
hydration.

6. When ready to inject the product, product should be gently agitated immediately prior to use.
Agitate the vial until a homogeneous translucid suspension is obtained. A single vial swirling
agitator may be used. It is ready for use.

The reconstituted product must be injected within 72 hours following reconstitution.

If not used within 72 hours, it must be discarded (See “SPECIAL STORAGE CONDITIONS”).

7. Immediately prior to use, clean the rubber bung ofthe vial with an antiseptic, and use a second
18 G needle to withdraw the appropriate amount ofthe suspension into a single-use sterile syringe.
Do not store reconstituted product in the syringe.

8. Before injecting the product, change the 18 G needle to the 26 G needle, to inject the product into
the deep dermis or subcutaneous layer.

9. To withdraw remaining contents ofthe vial, repeat steps 6 through 8.

10. Discard immediately after single session/patient use.

Patient treatment

1. A complete medical history should be taken to determine if the treatment is appropriate.

Before treatment with SCULPTRA, the patient should be informed completely ofthe indications,
contraindications, warnings, precautions for use, possible side effects and mode of administration of
SCULPTRA. Each patient should be informed that the amount of SCULPTRA and the number of
injection sessions will depend on the patient’s need and the severity of the depressed area.

2. Respect the rules of asepsis and hygiene. Clean the injection site with an antiseptic.

3. SCULPTRA powder should be reconstituted extemporaneously with 5 ml of sterile water for
injections, prior to subcutaneous or intradermal injection. SCULPTRA should be injected into the
deep dermis or subcutaneous layer.

Do not inject with needles smaller than 26 G. Do not bend the needle.

To maintain a uniform suspension throughout the procedure, intennittently agitate the product in the
syringe. Before initial injection, expel a few drops of the product through the attached M©'iieew’'e-,
to eliminate air and to check for needle blockage. Ifthe 26 G needle becomes occludio®ijA-—
during an injection session, replacement may be necessary. If clogging occurs, remqfe the ¥
expel a small amount of product, attach a new sterile 26 G needle, then expel a few cho™o'f;
SCULPTRA to eliminate the air and re-check for needle blockage.
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In order to control the injection depth of SCULPTRA, stretch/pnll the ekm opposite m the dtrec ,
of the injection to create a ftm. injection surface. The 26 O sterile needle, bevel up. should be
° introduced into the skin at an angle of approximately 30-40 degrees, until the desned sbn depth

SA

T ctnge LUtissue reststance is felt when the needle crosses from fte dermis into “ eons
layer If the needle is inserted at too shallow (small) an angle or if the needle Upisnot * « “'*

advl ed then the needle tip may be tn the mid or superficial papillaty demitis, the needle evel
“ ible through the shut. If product is Elected too

Yy

8 o ve

immediately or shortly after injection. If this occurs, the needle should be removed
treatment area gently massaged, b the event that the blanching does not dtsappear, the pa ten

Fn'anfne Ful Cuw et sessionwith SCULPTRA, only a limited conection should be made.

The patient should then be evaluated at no sooner than four weeks posttreatment to

additional correction is needed. The patient should be informed of the potential need for additional

treatments at the first

5. After the injection session, ice (in a suitaoie ctow, avuiumg "

should be applied to the treatment area in order to reduce swelling and/or bruising.

6 It is important to thoroughly massage the treated area(s) to evenly distribute the product (use
% an appropriate cream may help to reduce the friction on the sMn surface during “ ~m *).

7. The patient should periodically massage the treated areas for five minutes, ive imes
five days after the treatment to ensure a natural-looking correction,

skin)

HwithCT
8. SCULPTRA may be visualized with ultrasound imaging and MRI. It is not observed with CT

scans and radiography.

SPFCIAL STORAGE CONDITIONS .
SCULPTRA powder should be stored at room temperature protected firom Immidity
30°C). Upon reconstitution, SCULPTRA can be stored up to 72 hours at refrigeration ( -

room temperature up to 30°C. Do not freeze.

STERILIZATION
The sterility of the finished product is obtained through the aseptic manufactumg process.

% IF THE VIAL. SEAL, ORFLIP-OFF CAPAREDAMAGED,DO NOT USE.AND CONTACT
2
TOURLOCAL GALDERMA REPRESENTATIVE ORDISTRIBUTOR.

Vingeo

culptra™ is 36 months.
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ISO 10993-1 Biological evaluation of medical devices - Part 1; Evaluation and
testing of within a risk management process
ISO 13408 Aseptic process of health care products:

- Part 1. General requirements

- Part 2: Filtration

- Part 3: Lyophilization

- Part 4; Clean-in-place technologies
- Part 5: Sterilization in place

- Part 6; Isolators

ISO 14155 Clinical investigation of medical devices for human subjects - Good
clinical practice

1SO 14630 Non-active surgical implants - General requirements

ISO 15223-1 Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1. General
requirements

SS-EN 556-2 Sterilization of medical devices - Requirements for medical devices
to be designated "STERILE" - Part 2: Requirements for aseptically
processed medical devices

SS-EN 1041 Information supplied by the manufacturer of medical devices

+Al

SS-EN 1SO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

SS-EN ISO 14971 Medical devices - Application of risk management to medical
devices

WAIMANTY LIABILITIES
Technical advice of Q-Med AB, both orally and in writing, is designed to help physicians use
products of the company. Such advice does not extend limited warranty and does not eliminate the
need for a physician to check products of Q-Med AB in order to ensure that they are suitable for the
required procedures. A physician assumes all risks and liability for damage that may occur as a
result of misuse of products of Q-Med AB. In the event of a defect in material or production, the
liability of Q-Med AB is limited, at the discretion of Q-Med AB, to a replacement of a defective
product or a refund of the actual cost of the defective product. To implement this limited warranty,
the defective product must be returned to Q-Med AB, Q-Med AB is not liable xmder any
circumstances for any indirect, incidental or consequential damages.
Q-Med AB declares compliance of medical device with the listed above international and national
standards and guarantees that the medical device shall conform to the specifications during the
wholg,-sb~”4ile on a condition that the transportation, storage and use are according to the
bfii*t*h~ed by the manufacturer and described in instruction for use.
n?Ss\no other warranties, either explicit or implied, except for the ones specified
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Date Signed by

2018-06-19 08:37 LUNDGREN Bjorn

Justification Approved by Technical Expert
2018-06-19 08:45 KOPTINAAnNna (EXT)
Justification Compiled by
2018-06-19 09:40 NILSSON Lilian
Justification Approved by Owner
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A, HKenognucasLwwincs, Mabpuans Pyabek, HoTapuyc ropoga CTokronbm, LLiBeuus, HacToAawmm
YA0CTOBepSIO,

4TO NpuIaraeMblil JOKYMEHT, CKPEMIeHHbLI MOEI neYvaTbto, ABNSETCA NOA/IMHHOW 1 BEPHOI KONum

OpUrvHana AoKyMeHTa, NPeACTaBNEHHOrO MHE /1 C/IMUYEHUS.

Crokronbm, LLseuwns, 25.06.2018
B cuny 3aH1MMaeMoi JOMKHOCTY;
<nognucaHo>

<Kpyrnas neyarb HoTapuyca Fabpuana Pyabeka>

Mabpuans Pynbek
A/A 3098, CeasareH 24-26, S-103 61 Ctokronem Ten.; +46 (0)8 20 59 90
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HaszaHue Homep gokymeHTa

k& OAHSEKIVIA 1HCTPYKUMSA m o MPUMEHEHUIO MEAULIMHCKOIO MA-35583
U3AENNA CKY/bIMTPA

WmnnaHTaT a5 nofkoxHoro seefeHns CKY JIbIFTPA™ (nonun-/1-MonoyHas KucnoTa) Npov3BoAcTsa
Q-Med AB (Kbto-Meg AB), LLiseLus

OMNMCAHVE MEAVWLIMHCKOIO N3AENNA

VmnnaHTaT gns nofKoXHOro BeefeHWs Ckynbntpa’™ (nonu-/1-mMonoyHas KucnoTa) Mpeacrasnset
COo60l MMMNAHTAT B (DOPMe CTEPU/IBHO CYCNeH3nn, KOTOpas BOCCTaHaB/IMBAETCA U3 CTEPUIBHOIO CyXOro
nopoluka nyTéM [06aBNneHWs CTepubHOW BOAbl AN WHbEKUUWA. [laHHad CYCMeH3WUs COLepXuT
MUKpoYacTuupbl nonu-J1-monoyHoin  kucnotel  (MJIMK),  Kpuctannmyeckoin opmbl  MOIUMONOYHON
K1cnotebl. MNonun-J1-monoyHas K1cnota aBnseTcs 6MoCOBMECTMMBLL, 61oLerpasMpyeMbiM CUHTETUYECKUM
NoNMMePOM U3 CeMeicTBa anbda-rapoKCUKMUCIOT.

COCTAB MMIMJTAHTATA CKYIbMNTPA
Kax bl (hnakoH CyXxoro nopoLLKa COAepXuT:

150 Mr nonm-/1-MoN0YHOR KUCNOTbI
90 Mr HaTpus KapbOKCUMETU/ILENSTHONO3bI

127,5 Mr anvporeHHoro MaHH1ToMNa

MEPBNYHAA YINTAKOBKA

CTEK/NSHHbIN (HAKOH: Mpo3payHblii 6eCLBETHDIV CTEKNAHHBIV (hnakoH Tvn |
Esp. ®apm./PCLLUA

Pe3nHoBas Npobka: KpacHasa npo6ka n3 6pombytunkaydyka (Esp.
®apm/PCLLA)

ANOMUHNEBAS KPbILLIKA, CHABXKEHHast CepbIii TOAUNPONUIEHOBBIV 1 aIFOMUHMNEBDIV

MNacTUKOBbLIM KOMMa4KoM (vn-oda: KOMa4oK tmn-othep

®OPMA BbLLUYCKA

Wmnnantat CKynbnTpa nocTaBnseTcd B (JOPME CyxOro MOPOLUKA, MPOLUEALLEro acenTUYecKyHo
CTEPUN3YIOLLYIO  (DMNBTPALIMIO, B CTEPWU/BHBLIX (h1aKOHaX W3 MPO3payHOro CTekna MpoAo/roBaroi
(hOpMbl C a/IFOMUHMEBBIM KO/bLLOM C OAHOM CTOPOHbI, FePMETUYHO YKYNOPEHHbIX PE3VHOBOW NPO6KOi 1
3aKpbITbIX  pa3Ba/ibLlOBaHHbIM  a/IFOMUHUEBO-NIACTMKOBLIM  KOnMmaykoMm. [Mopowok  CkynbnTpa
BOCCTaHaBNMBalOT MNyTéM [obaBneHuss 5 M CTepUIbHOW BOAbl ANA WHBEKUMW ANS  NONYYeHUs
CTEPW/IbHOM anvporeHHOM CyCneH3nm.

KoMnnEKTaocTb

®nakoH, cogepxalmii mnniaHTat Ckynbntpa™ —1 wr.
VHCTpyKUMA Mo NpyMeHeHuto -1 L.

KapToHHas yrnakoBKa C 3TUKETKOM -1 T,

I"apaHT1POBaHHble 06s13aTe/bHble NapaMeTPbl/XapaKTEPUCTUKMN N3aenmns

Onucanue NTnounn3anpoBaHHbIi NOPOWOK 6enoro nnu xentoBato-6enoro
LLBeTa B MPO3payHOM CTEKAAHHOM (hN1aKOHe C KpacHOMN pe3MHOBOM
NPO6BKON N aNntOMUHMEBBLIM 06XMMHBIM KONMAaYyKOM C CEpbIM
Konnaykom gpavn-odd.

OLyeHKa BOCCTAHOBEHHOIO MMNNaHTaTa O6pasoBaHue XOpOLW O pacnpefenéHHON CycneH3nm ¢ NeHou
nH ("BOCCTaHOBNEHHbIW pacTBoOp) 5,9-7,2

CpeaHss macca cofepxumoro (4ns 20 273,0-406,3

hnaKoHOB) (Mr)

OfHOpPOAHOCTbL MO Macce CooTBeTCcTBYET

Bepcus: 2.0 [JeiicTBylowasn

H H RIA
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Hasganue Homep foKyMeHTa
MHCTPYKLWUA MO NPUMEHEHUNIO MEOULWHCKOTO MA-35583
W3OENNA CKYNbMNTPA

GALDERMA

.......... (ITRTH
CopiepxaHue sogbl (%) <1,3 npu Bbraycke
< 2,0 K KOHLY CpOKa rogHocTu
CTepunbHo CTepunbHo

LENEBOE HASHAYEHWE/MOKA3AHWA

Mmnnantat CKYJIbIFTPA npumeHsieTcs Ansa yBenmyeHus 06bEMa aTpomMyeckmX y4acTKoB, B T. Y., 4
KOPPeKUMN [e(eKTOB KOXM, TaKMX KaK CKIafKW, MOpPLUMHbI, 60p0o3abl, LpaMbl M BO3PaCTHbIE
N3MEHeHMs.

Wmnnantat CKYJIBITTPA Takke npurofeH Ans KOppekuun 60MblInX OO6BEMOB NpPW MPU3HaKax
NCTOHYEHMS XXNPOBOI TKaHW nuua (nunoatpotun).

TexHUKa WHbeKUMK: [nybuHa MHBEKUMM W KonmuecTBO umnnaHTata CKYJIbIFTPA 3aBucsaT oT
N0WaAN 30HbI KOPPEKLMM 1 0XKnaaemoro pesynbtarta. CnefyeT nsberatb rmnepkoppekunmn, Ho B Ciydae
TakoBOW, 006/1aCTb HeOOXOAMMO TWATeNIbHO MaccupoBaTb A1 Haf/eXallero pacrnpegeneHms
nMmnnaHTata. Cm. pasgen «MHCTPYKUW MO NPUMEHEHWIO» ans gononHUTenbHOM MHGopmauum.

MPNHLUWM NPOLEAYPbI

WmnnaHTtat CKYJIbMTPA BBOAAT rNy60KO B AepMy WUAM NOLKOXHBIVA CNORA, NCNOMb3ya UTNY Kannopa
26 G. T1noTHOE rpaHy/NOMETPUYECKOe pacrpefeneHne MUKPOYaACTUL, HU3KAA CKOPOCTb KX
ferpagaumn v BA3KOCTb, NMOAXOAALLAA KaK AN BHYTPUKOXHbLK, TaK U MOAKOXHbIX WHBLEKLNN
obecrneuymBaloT uMnnaHTaty CkKynbnTpa™ ero MexaHuWyeckue CBOWCTBA W [ANUTeNbHOE
paccacbllaHue, 4YTO [MO3BONSET WUCNOMb30BaTb  [aHHbLI  MMNNaHTaT Ans  3ano/IHeHWs
aTPOPUYECKUX YHACTKOB KOXM.

BNOAEMPAJLALINGA

Wmnnantat CKY/IbMTPA coctomT u3 yactuy, MNMJSIMK, koTopble 6yayT MeasieHHO pa3pyLuaTbecsi nocne
BBefeHUA. MccnefoBaHna in vitro NPOAEMOHCTPUPOBAZIM CKOPOCTb pacnagda ot 2% o 10% uepes 24
mecsaua. OCHOBHOW MeTabo/NT NaKTaT BbIBOAUTCA U3 TKaHW TIMKOAUTUYECKUM NYTEM.

CornacHo KAWMHWYeCKUM faHHbIM 3ddekT nocne BBegeHus TMJIMK HauymHaeT MNOCTEMEHHO
CHmXKaTtbCs yepe3 24 mecsaya. Mo gaHHbIM TMCTONOIMYECKUX UCCNefOoBaHMIA vyepe3 12 mecsiues
nocne eBegeHns yvactuubl MJIMK npucyTCTB)UYOT B UCCNefyemblX TKaHsaX, vyepe3 30 mecsueB
nocfie BBefeHWS B MUCCefyeMbK TKaHAX OTCYTCTBYHOT dactuubl [MJIMK, u4to MOXer
CBMAETENbCTBOBATb O ee NonHol 6uogerpagaummn (Vleggaar D & Bauer U 2004. J. Drugs
Dermatol. 3(5):542-547).

Mocne BBefeHMs umnnaHTat CkynbnTpa™ He NOANEXUT U3BNEYEHUIO NN 3aMEeHE.

MPOTVBOIMOKA3AHNA

He wucnonb3oBatb B C/ly4yae OCTPbIX WM XPOHWUYECKUX KOXHbIX 3aboneBaHWUi  (MHMEKUMN wiu
BOCMNa/leHNs) B 06/1acTM Koppekumn wunnm B6am3n Heé. MmnnaHtat CKYJIbIFTPA He [o/mkeH
MPUMEHATLCA Y MALNEHTOB C anneprmeli K KakuM-nn60 ero KOMNoHeHTaM.

MPEOOCTEPEXEHNA
Nmnnantat CKYIBIMTPA cnegyeT BBOAUTL TO/bKO y60KO B epMY WU NOAKOXKHBIN C/I0M.

36eraiiTe NOBEPXHOCTHBLIX MHBEKLWIA, MPY KOTOPbIX BO3MOXHO NOSB/IEHWE paHHUX Nanys Wn y3enKoB
B MeCTe BBefeHUA. ITO MOXET CBUAETENbCTBOBATb O HEMpPaBWU/IbHON TEXHWUKE BbLUOMHEHUS WHBEKLIUM
(NMoBepXxXHOCTHOE BBefeHWe UMNJIaHTaTa, U3bbITOYHOE KOMIMUYECTBO BBEEHHOMO MPOAYKTA, HeNpaBuibHOe
ero nNpuroToB/eHue). Kpome Toro, MaccupoBaHmne 061acTv BBeLeHWS 419 paBHOMEPHOro pacrpeseneHuns
MUMMNaHTaTa MOXeT TakKe MUHVMU3MPOBATbL BO3MOXKHOCTL MOSAB/IEHNSA Nany/1 N y3enKoB.

®nakoHbl ¢ mnnaHtatom CKY IbMTPA npefHasHaveHb! 418 NpoBeAeHNs O4HOM NpoLeaypbl Y 0AHOTO
nauveHTa Bo n3bexxaHvie MMKpPOGHOro 3arpasHeHns. He ucnonb3yite GnakoH NOBTOPHO M He NPOBOAUTE
MOBTOPHYHO CTEPUIM3ALMIO (h/TaKOHA.
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N OAbWEKM A Hasganue Homep fokymeHTa
nEK

WHCTPYKLMNAMNO NPUMEHEHUIO MEAWULWUHCKOTO MA-35583
N3AENUNA CKYNbMNTPA

5. OcTaBbTe MMHMMYM Ha 2 Yaca 415 MOHOW ruapartaummn; He BCTPsAXMBaliTe (h1akoH B TeYeHWe 3TOro
nepvoga. Bo Bpems rugparaumn mmniaHtat CKYJIbITTPA MOXHO XpaHUTb B X0N04WUMbHUKe (2-8°C)
1Ny B nomeLleHun npu Temnepatype go 30°C.

6. Korga vmnnaHTaT rotoB K MHbBEKUMM, €ro OCTOPOXHO BCTPSIXMBAOT HEMOCPeACTBEHHO Mepef
CMo/b30BaHMeM. BcTpsxvBaiiTe (hlakoH A0 MOMy4YeHMs NMPO3PayYHOl OHOPOAHON cycneH3un. MoXHO
CMOMb30BaTh LMPKYNSPHbIA CMecuTeNb UHAMBMAYaANbHO AN KKAOro giakoHa. MnnaHTaT rotos K
1CMO/b30BaHMUIO.

BoccTaHOBNEHHbI MMMNTAHTAT [0/KEH ObITb BBE[EH B TEYEHMe 72 4acoB Mocse BOCCTaHOB/IEHUS.

Ecnun »mnnaHTat He UCNO/b30BaH B TeYEHWE 3TOr0 BPEMEHU, ero cnefyeT YHUUTOXUTb, (cM. «OCOBbIE
YCNOBUA XPAHEHNA»).

7. HenocpeACTBEHHO Mepef MCMOMb30BaHWEM MPOTPUTE aHTUCENTMKOM PE3MHOBYH) MPOOKY (hnakoHa,
3aTeM uWCMonb3yiite BTOpytd uray 18 G ana 3abopa HeOOXOAMMOrO KO/MYECTBAa CYCMEH3UW B
0AHOPa30BbIi CTEPW/LHBINV LINPUL, He XpaHWTe BOCCTAHOBNEHHbIN MMMNIAHTAT B LUNPULLE.

8. Mepep BBeAeHWEM MMMNaHTaTa cMeHuTe Urny 18 G Ha 26 G ans BBefeHMs MMniaHTarta rnyooko B
JlePMY UM MOAKOXKHBIA COMA.

9. Ytob6bl HabpaTb OCTAaTOYHOE COAEPXXMMOe (P1akoHa, MOBTOPUTE AEMCTBUS MYHKTOB 6-8.
10. YHUUTOXbTe (P1akoH HEMEe/IEHHO MOoC/e OAHOKPATHOW NpoLeaypbl/NPUMEHEHNS Y NaLmeHTa.
MpumeHeHne

1 B cnyyae NpUHATMS PELEHMS O MPUMEHEHMM WMNaHTaTa y AaHHOro nauyueHTa Heo6XoAMMO
NOMYYUTb MNOMHBIA MEAULMHCKNIA aHaMHe3.

Mepes npumveHeHnem  umnnaHtata CKYJIbMTPA, nauvMeHT  Jo/mKeH  ObiTb  MOMHOCTLIO
NPOVH(OPMMPOBAH O  MOKas3aHMAX,  MPOTMBOMOKA3aHWAX,  MPELOCTEPEXeHUsX U Mepax
MPeLOCTOPOXKHOCTU NPU NCNOMb30BaHUK, NMOOOYHbLIX 3hheKTax M crnocodax MPUMEHEHUS MMMaHTaTa
CKYNbMTPA. Kaxgbsiii NaunMeHT [O/DKEH OblTb MPOVH(OPMUPOBAH O TOM, YTO KO/IMYECTBO
nvnnaHtata CKYJIbMTPA v uncno npouesyp BBeeHUS MHbEKUMIA ByaeT 3aBUCETb OT K/IMHUYECKOro
COCTOSIHMA NaLMeHTa 1 CTEMNEHW BbIPXKEHHOCTY fedeKTa 06/1acT KOPPEKLUN.

2. CobntofainTe npasuna o6e3zapaxmBaHns 1 rurneHbl. ObpaboTaiiTe 06/1aCTb UHBLEKLMM aHTUCENTUKOM.

3. [na BHYTPUKOXHBLIX W MOAKOXHBIX WHbLEKUWA, Mepes BBeAeHVEeM, MOPOLIOK MWMMIaHTaTa
CKYNbMNTPA Heo6xoaMmo BOCCTaHOBWTb C MOMOLULIO 5 M BOAbl AN MHbEKUMA. MmnnaHTat
CKYNbMTPA BBoAuTCA rNy60KO B ilepMy U NOAKOXHBIWA CNOM.

He BBOAWTL C MOMOLLIO U C Kaimbpom MeHee 26 G. He crubatb mriny.

[ns coxpaHeHWsi OLHOPOAHOCTU CYCMEH3NN B TeUYEHME MPOLEAYPbl NEPUOANYECKN BCTPSXMBAATE LUMPUL,
4TOObI NepemelLaTb UMMIaHTaT. [epes NepBoOi MHBLEKLMEN BbINYCTUTE HECKO/IbKO Kaneb UMMIaHTaTa
yepe3 MPUCOEAUHEHHYIO UrYy Kaimbpom 26 G, 4To6bl yaanuTb BO3AyX M y6eauTbCA B OTCYTCTBUM
6noKMpoBaHMA (3aKynopku) wrnbl. Ecnn nrna 26 G 3abnokupoBasiacb WM 3aTynuiacb B TEYeHue
npouesypbl, MOXET mnoTpeboBaTbCca eé 3aMeHa. B cnyuae 610KMPOBaHWA yLAMTE WUIIY, BbLUYCTUTE
HebO0/bLIOe KOMMYECTBO UMMMIaHTaTa, NPUCOEAUHUTE HOBYHKO CTEpUbHYIO uriny 26 G, 3aTeM CHOBa
BbLUYCTMTe HecKosbko kanens CKYJIbMTPbI, 4To6bl yoanuTe BO34YX W NPOBEPUTL MPOMYCKHYHO
CMOCOBHOCTb UI/ibl.

[Onsa  KoHTpons rny6uHbl BBedeHWs wumnnaHTata CKYJIBIFTPA pacTaHMTE/OTrHMTE KOXY B
Hanpas/ieHnK, 06paTHOM BBEAEHWMIO, ANS POPMUPOBAHNS YNPYTOi NOBEPXHOCTY.

CrepunbHas urna 26 G BBOAWTCS B KOXY KOCOYTO/IbHbIM CPE30M BBEPX MOA YIOM NpubnnsutensHo 30-
40 rpagycoB A0 JOCTUXKEHWUS HEOOXOAMMON ryOuHBI.

Mpu nepeceyeHUN UION rpaHnLbl LepMa/NOAKOXHbIA CNOV OLLYLLaeTCs U3MEHEHME B CONpOTuMBe!”
TKaHW. Ecnu vrna BBeAeHa Nof O4eHb MasibIM YIIOM WU €ClIN KOHEL, UI/bl He0CTaTOUYHO  3ary6éH,
KOHEL, WINbl MOXET HaxoAWTbCA B CEPEAVHHOM WU MOBEPXHOCTHOM C/OE ManuNSIPHO Aepmbl, U
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H Homep gokymeHTa

a3BaHue

|n ¢ ALOERMA yipcTPyKLMS no MPUMEHEHMIO MEAULIMHCKOIO MA-35583
N3OE/INA CKYNbMTPA

KOCOYTO/IbHbIA Cpe3 UMbl MOXHO BWAETb Yepe3 KoXy. ECnuM mMMnnaHTaT BBOAMTCS Herny6oko, TO
061aCTb KOPPEKLMM GneHeET cpasy Xe WM BCKOpe NOC/e WHbeKUMU. B aaHHOM cryyae urny cnepyet
BbIHYTb M OCTOPOXXHO MPOMAcCUpoBaTh AaHHYK 30Hy. Ecnu 61egHOCTb He ucuyesna, He creayet
MPOBOAUTDL MOBTOPHYH UHBEKLIMIO.

4. Tlocne nepsoro npumeHeHns wumnnaHtata CKYJIbITTPA pomkHa ObITb JOCTUTHYTa J/ALLb
MUHUM&/IbHaA KOppeKkums. [ NPUHATUA pelleHns O LOMONHUTENbHOW KOPPeKuuy Heobxoanmo
MPOBECTY OLIEHKY NalyeHTa He paHee YeM Yepes YeTbipe HeLenun nocne nepsoi npouesypbl. Ha nepsoii
KOHCY/NbTauMW  NauyeHT [O/KeH ObiTb NPOMH(OPMUPOBAH O MOTEHUMANbHOW  HEeobX0AMMOCTM
[OMONHWTENbHBLIX NpoLeayp.

5. Mocne MHBbEKUMKX Ha 00/1acTb KOPPeKUUM cneayeT HanoXutb Néa (3aBEpPHYThbIA B candeT”, 4ToObl
n36exxaTb NPAMOr0 KOHTAaKTa C KOXEN) AN CHWKEHWS puUcKa BO3MOXHOIO pasBuUTUA OTEKa W/unn
KPOBOMO/ATEKOB.

6. BaxHO TwwaTenbHO npomaccupoBaTb 061acTb(-1) KOPPeKUuM, 4YTOObl PaBHOMEPHO pacrnpefenuThb
MMNaHTaT (MCMonb30BaHMe MOAXOAALLEro Kpema MOXET MOMOYb CHU3UTL TPEHWE O MOBEPXHOCTb KOXU
npy MaccrpoBaHunm).

7. MauneHTy cnefyeT MepUOAUYEEKM MaccupoBaTb 06/1acT BBEAEHWSI MMMNaHTaTa B TeYeHMe MATU
MUHYT NATb pa3 B AeHb B TeYeHWe NATW AHel nocne npoueaypbl, YTo6bI B pe3ynibTaTe KOPPeKLum AaHHas
30Ha Npuobpena ecTeCTBEHHbI BUL.

8. WwmnnaHtaT CKYJIbIMTPA MOXeT BU3yannsnposatbCa MNpu MPOBEAEHUN  YNbTPa3ByKOBOIO
nccnegosaHmst 1 MPT. OH He Habnogaetcs npyu KT 1 peHTreHOBCKOM 06C/1eA0BaHMN.

YCNOBUNA XPAHEHNA

Mopowok wumnnadTata CKYJ/IbIMTPA cnegyer XpaHWTb B 3aliMLLEHHOM OT Bnarm Mmecte (npw
TemnepaType He 6onee 30°C). MNocne BoccTaHoBNeHUA umniaHTaT CKY JIbIMTPA MOXHO X pai” He
6onee 72 4yacoB B x0nogunbHUKe (2-8°C) mnu B nomelleHuy npu Temnepatype He 6onee 30 C. He
3aMOpaXXmBarb.

CTEPUNTN3ALNA
CTepunbHOCTb FOTOBOMO MMM/MAHTaTa [AOCTATAeTCs 3a CYET acenTUYecKoro MpOM3BOACTBEHHOIO
npotecca.

B C/NYUYAE HAPYLUEHWA TEPMETUYHOCTW ®JIAKOHA, MPOBKW UJTN KOJTAYKA
PJINM-0dP HE CNEAYETNCIMOJ/Ib3OBATb MMIMJIAHTAT; HEOBXO4MMO CBA3ATbLCAC
YMNO/IHOMOYEHHbIM MPEACTABUTENEM HA TEPPUTOPWN P® OO0 «AJIJEPMA»
NNNTIOCTABLUMNKOM.

CPOKTOOHOCTIK
Cpok rogHocTtn nmnnaHtara Ckynbntpa™ cocrasnseT 36 MecsLEeB.

YTUNNN3ALKA

Mocne NpUMeHeHUs JaHHOrO0 MEeAWLMHCKOIO M3AeNNS, LUMPWLbI, UMbl U (1akoHbl MOTYT NPeACTaBATh
OMOMOrMYeCKyr0 OMacHOCTb W ABNAKOTCA MOTEHUMaIbHO 6MOMOTMYECKU OMacHbIMU  MeAVLMHCKUMMU
oTxofamu. O6pallaiiTeCcb C HUMU W YTUAU3UPYIHATE B COOTBETCTBMM C MPUHATON MeAVNLMHCKON
MPaKkTUKON W [eWCTBYIOLMMM 3aKOHAMWU W MOMOXEHUAMWU. YTUAM3MPOBaTb KaK 0COOble OTXOAb
MPOV3BOACTBA B YUPEXAEHUM, MEIOLLEM IMLEH3UIO Ha AaHHbIA BUZ, AeATENbHOCTU.

YTnnusauma Ha Tepputopun Poccuiickoii defepauun ocyLecTBnseTcs B cooTseTcTeun ¢ CaHlluH
2.1.7.2790-10 «CaHWUTapHO-3NUAEMNONOTNYECKE TpeboBaHMS K O00palleHVU0 C  MeaULMHCKUMM

0TX0faMU.

Knacc onacHoOCTY MeaMUMHCKMX 0TX0M0B - b.
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Homep fokymeHTa
HassaHvie

MHCTPYKLUS no MPUMEHEHWIO MEAULMHCKOIO MA-35583
M3OENUSA CKYTbMTPA

[]'IGALDERMA

CMNCOK COOTBETCTBYHOLWWNX CTAHOAPTOB

CTaHpgapT Ha3BaHue

ISO 14644-1 YucTble NOMELLEHNA 1 COOTBETCTBYIOLLUE UM KOHTPO/IMPYEMbIE CPefbl

I1SO 10993-1 Bronorunyeckas oueHKa MeguUMHCKUX n3genuin. Yactb 1 OueHka 1 npoBepka
B paMKax npoLiecca yrnpas/ieH1s puckamu

1SO 13408 AcenTnyeckoe NPON3BOACTBO MEAMLIMHCKUX U3LENNN:

- Yactb 1: O6wpe TpeboBaHMs
- Yactb 2: dunbTpaums
- Yactb 3: Jlnodpmnmnsaums
- Yactb 4: OuuncTKa Ha mecTe
- UYactb 5; Crepunumsaumsa Ha MecTe
YacTb 6: Mi3onupyroLme/6apbepHble TEXHONOM K

1SO 14155 KNuHnyeckme UcnbiTaHWS MeAULMHCKUX NPMGOPOB 415 Ntofel - Hagnexatuas
K/IMHUYECKast NpaKTVKa

ISO 14630 HeaKTuBHbIE XMpYpPruyeckme UMnIaHTathl - O6Lme TpeboBaHMUSA

1SO 15223-1 N3penus mMeguumHckue. CUMBOSbI, MPUMEHSIEMbIE MPU MapKUPOBaHUM Ha

MEANLMHCKNX WU3AENUAX, 3TUKETKaX M B COMPOBOAUTENbHON [OKYMEHTaLUMN.
YacTb 1. OCHOBHbIe Tpe60oBaHNA

SS-EN 556-2 Crepunusaums  MeguLUHCKUX u3fennid - TpeboBaHWMS K  MeAULMHCKUM
n3genuam  kateropyum  «CTEPUJIbHBIE» - Yactb 2: TpeboBaHus K
MeAVLVHCKUM U3aennaM, 06paboTaHHbIM B aCENTUYECKUX YCITOBUSAX

SS-EN 1041 +A1 NHhopmauys, npefocTaBieHHas NPOM3BOAMTENEM MEANLIMHCKUX N3NNI

SS-EN 1SO 13485 MeguuuHckue npubopsl - CUCTEMbI yNpaB/ieHns KayecTBoM - Tpeb6oBaHusA B
Lienax perynmposaHuns

SS-EN ISO 14971 MeauumHcKre nsgenns - NMprMeHeHe ynpasieHns puckamu K MeguLmMHCKUM
n3genuam

FTAPAHTUNHBIE OBA3SATE/IbCTBA

TexHuuyeckas pekomeHgaums «Koto-Meg AB» B YCTHOW 1 NUCbMEHHOW (hopMe pa3paboTaHa B KayecTse
MOMOLLM [N BPayer, UCNOMb3YHOLWMX NPOAYKUMIO KOMMaHWW. [aHHble PeKOMeHJALUM He pacniipsatoT
OrpaHNYeHns MO rapaHTUM U He OCBOOOXAAKOT Bpayeli OT HEO6XOAMMOCTU MPOBEPATb MPOLYKLMIO
KomnaHun «Kbto-Mepg AB», uTo6bl y6eauTbCAd B TOM, UYTO OHa MOLXOAMUT [ANA COOTBETCTBYHOLLEN
npouesypbl. Bpay npuvHMMaeT Ha cebs BeCb PUCK M OTBETCTBEHHOCTb 3a YLiepb, BO3‘atoLuu
BC/IEACTBME HENPaBUIbHOTO MCMonb3oBaHus W3genus  komnaHum «Kbto-Mef AB». B "n)"ae
06Hapy>keHus fedekTa maTepuana Wi U3roTOB/IEHUSA, OTBETCTBEHHOCTb KoMnaHun «Kbto-Meg Ab»
OrpaH1yMBaeTCs, Mo YCMOTPeHUo KomnaHun «Kbto-Meg Ab», 3ameHol getekTHoro Mspen”™ wm
BO3MeLLEeHMEM (PaKTUYECKON CTOMMOCTU faeekTHoro Wasgenua. [ns peanvsaumm ycno”™  3Toi
OrpaHNYeHHONW rapaHTun fedekTHble M3penns [o/mKHbI ObiTb BO3BpaLLeHbl B KOMMNaHuio «Kbio-Meg
AbB». KomnaHusa «Kbto-Mefn AB» HW MpU KakMx 06CTOATENbCTBAX He HeceT OTBETCTBEHHOCTb 3a
HENPAMOM, CyYaiHbIA UM BTOPUYHBINA yLuepb.

KomnaHus «Kbto-Mepn AB» 3asBNISieT 0 COOTBETCTBUM MeAWLMHCKOrO W3AeNnns NpuBefeHHbIM Bbrine
MEX/AYHapOAHbIM 1 HalUMOHa/IbHbIM CTaHAapTaM W rapaHTUpYeT, 4TO MeAMLIMHCKOe u3fenve Oyaet
COOTBETCTBOBATb CMeUM(MKaLMaM B Te4YeHWe BCEro Cpoka rogHOCTM B TOM Ciyyae, €c/iu
TPAHCMOPTMPOBKA, XpaHeHWe W MPUMEeHeHWe OCYLLECTBMIAOTCS B YCNOBUSX, YCTAHOB/MEHHbIX
NPOV3BOAMTENEM W ONUCAHHBIX B MHCTPYKLMM MO NPUMEHEHNHO.

3a WUCKMIOYEHMEM YyKasaHHbIX Bbhne ciyyaeB KomnaHus «Kbio-Mep AB» He npegocTaBnseT Apyroi
SBHOW MW NpeanonaraeMon rapaHTum.
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CTtpaHunua ans noanucei

NYHAIPEH BbbépH

YTBEPXAEHO TEXHNYECKMM 3KCMEPTOM
KOMTWHA AHHa (EXT)

CoctasneHo

HWJTbCCOH Jlnnnan

YTBepXAeHO BfagesbLemM

CTtpaHuua gnsa nognucein: 1ms 1

HOVA EBreHueli
BanepbesHoW.



Poccuiickas ®epepauyuns. flopog MockBa.
TpeTbero nona gBe ThiCAYM BOCEMHAALATOrO roga.

A, BopoHuHa EBreHns BnaguMmumpoBHa, BPEMEHHO UCMOMHAKOWAS 0693aHHOCTM HOTapuyca

r. MockBbl baxTapg3e 3nbMupbl HKpPbEBHbI, CBUAETENIbCTBYIO MOAIMHHOCTL  MOAMUCK

nepesogvnka EpemnHoin EBreHmn BanepbeBHbI.
Mognuck cgenaHa B MOEM MPUCYTCTBUN.
JInyHoCTb nofnucaBLLEro AOKYMEHT yCTaHOB/EHa.

3apernctpupoBaHo B peecTpe: N°77/52-H 77-2018-
B3bickaHo no Tapudy 100 pyo6.

YnnayeHo 3a OKasaHwue yc/yr npaBoBOro 1 TEXHNYECKOro Xxapakrepa: -

E.B. bopoHuHa

Mognuce

Mevatb

Bcero npoLuHypoBaHo, NpoHymepoBaHo™

W CKperyieHo nevartbto.. MIN.....ameT.AY

BPVIO HOTapuyCa.........c.cveverevneeieeeeenne )
Mognvcs

Meyatb

Poccuiickasa <l)egepaupsi. Fopoa Mocksa
TpeTbero nina gBe TbiCAYM BOCEMHAALATOrO roga.
N NN a  EBreHns BnagumupoBHa, BpEMEHHO McnosHAwwWan ob6sa3aHHoan HoTapuyca r. Mocksbl baxTaase

A
CBNAETENNbCTBYHO BEPHOCTbL KOMMK C NnpeacTaB/IEHHOIO MHE JOKYMEHTa.

C 3aperinCrpupoBaH”B peectpe: Ne 77/52-H/77-2018-"-/3 7

A1I"B3bicKkaHOo no tapud|: / cP n
AMYyeHOo 3a,pKasaHvie yC T npaBo™al To U TEXHMYECKOro xapakTepa: -

EB. bopoHnHa

Bcero npoLUHypoBaHo, NPOHYMepoBaHo
1 CKPEN/IeHo neyat

BPINO HoTtapuyc
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