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Instruction for use for the medical device

Synovial viscosupplement device "Fermathron®" in variants:
1. Fermathi'on®, containing 1% solution of Sodium hyaluronate.
2. Fermathron® Plus, containing 1.5% solution of Sodium hyaluronate.
3. Fermathron® S, containing 2.3% solution of Sodium hyaluronate.
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Official Certification

Seen for authentication of the reverse side signature, acknowledged in our presence by

Mr. Nicolas Alexander SCHRQDER. Swiss citizen of Frauenfeld TG, in Nurensdorf , Switzerland,
identified by identity card (CHE C8841651),

who is entered in the Register of Commerce of the Kanton of Zug as member of the board of
directors with the right to sign individually for the

Epiona AG. corporation with registered head office in Zug.

The inspection of the commercial register has taken place directly before the official certification by
internet inquiry.

This legalization refers only to the authentication of the signature and not to the contents or validity
of the document.

Bassersdorf, 22nd February 2024 (
BK no. 205 NOTARMreASSERfiDORF
Fee CHF 30.00
0 D
z ’Q Pascal Hensch, Notaryrublic
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Synovial viscosupplement device FERMATHRON® (Fermathron®)

Instructions for use
FERMATRON® containing 1% sodium hyaluronate solution
Sodium hyaluronate 20 mg/ 2.0 ml

Intended use
To relieve pain and stiffness in the knee, hip, ankle and shoulder joints of patients suffering from mild
or moderate osteoarthritis resulting from degenerative and traumatic changes in the synovial Joint.

Description

FERMATRON® is a clear, sterile solution of 1.0% sodium hyaluronate in phosphate-buffered saline,
placed in a pre-fllled syringe for a single intra-articular injection into the synovial space of the Joint.
2.0 ml of filter-sterilized FERMATRON® is placed in a glass, disposable, ready-to-use syringe. The
syringe is packed in a blister and a cardboard box. The surface ofthe pre-filled syringe is sterilized with
ethylene oxide.

Description and composition

Sodium hyaluronate is a long-chain polysaccharide. It is composed of repeating disaccharide units of
D- glucuronic acid and N-acetyl-D-glucosamine and is a natural component of the human body.
FERMATRON® has a pH similar to the pH of synovial fluid.

Sodium hyaluronate, mg/ml 9.75- 110

Sodium chloride, mg/ml 7.6-9.5
Phosphates, mg/ml 0.15-0.25
Water for injection quantum satis

Dosage and methods ofapplication

Injections of FERMATRON® should only be performed by a healthcare professional trained in the
appropriate technique. For patients with mild or moderate osteoarthritis of the knee Joints, it is
recommended to inject 2.0 ml of the drug into the synovial cavity of the knee Joint once a week for 1-
5 weeks.

The healthcare professional should clarify the dosing regimen for injections into the synovial space of
the hip, ankle and shoulder Joints. It is recommended to perform injections into the hip, ankle and
shoulder Joints under ultrasound or fluoroscopic guidance. Before administering the drug, the injection
site must be treated with an antiseptic and allowed to dry. Ifthere is Joint effusion, it must be removed
before administering FERMATRON®. The contents of the syringe are sterile. The introduction should
be made using a sterile needle of the appropriate caliber (it is recommended to use a needle from 19 to
20 G). The syringe is equipped with a Luer Lok™” connector (6%) for secure connection of the needle
to the syringe. The syringe and needle should be discarded after a single use.

Indications for use

To relieve pain and stiffness in the knee, hip, ankle and shoulder Joints of patients suffering from mild
or moderate osteoarthritis resulting from degenerative and traumatic changes in the synovial Joint. The
duration of the effect in patients with mild or moderate osteoarthritis of the knee Joint is up to six
months. Duration of effect in hip, ankle and shoulder Joints has not been established. The effect of the
drug FERMATRON® is due to its biocompatibility and physicochemical properties. Low molecular
weight sodium hyaluronate in FERMATRON® is a biopolymer consisting of repeating disaccharide
units of D- glucuronic acid and N-acetyl-D-glucosamine. It has been shown that this biopolymer,
synthesized by the bacterium Streptococcus equi, is identical to sodium hyaluronate found inthe human
body. The hyaluronan contained in FERMATRON® supplements the natural hyaluronan contained in
the synovial membrane, the amount of which has decreased due to degenerative changes or traumatic
damage to the synovial Joint.
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Contraindications
Do not administer FERMATRON® if there is inflammation or signs of skin diseases at the injection
site. Do not use in patients with known hypersensitivity to Sodium hyaluronate.

W arnings and Cautions

Do not use if sterile packaging is damaged. It is prohibited to use after the expiration date. Sodium
hyaluronate is obtained by fermentation of Streptococcus equi bacteria and is carefully purified.
However, the clinician must consider the immunological effects and potential risks associated with
injecting any biological substance. Not intended for children. The safety of using FERMATRON®
during pregnancy and lactation has not been established. Prescription of the drug during pregnhancy and
lactation is at the discretion of the orthopedic surgeon. Follow national and local rules and regulations
to ensure the safe use and disposal of used needles. In case of injury, consult a doctor immediately. The
FERMATRON® syringe is a disposable product intended for one patient only, if FERMATRON® is
used in a second patient, sterility will be compromised and there will be a risk of foreign body reaction
or infection. FERMATRON® cannot be re-sterilized, as this may impair the functioning ofthe product.
FERMATRON® must be used with a sterile needle, which should be discarded after a single use.

Adverse reactions

With intra-articular injection, temporary passing pain and swelling are possible. In rare cases, an
inflammatory reaction, septic arthritis or arthralgia may occur, which may or may not be associated
with FERMATRON®.

Incompatibility

The compatibility of simultaneous intra-articular administration of FERMATRON® with other
substances has not been tested. Therefore, mixing or simultaneous administration of other intraarticular
drugs is not recommended.

Storage conditions

Store at temperatures between 2 °C and 25 °C. Do not freeze. Store in a place protected from light. The
product is sterile - for single use only. Do not use after expiration date. The product should be
transported in the same conditions, as well as storage conditions.

Guarantees

The synovial viscosupplement device is a single-use product. The shelf life of synovial viscosupplement
device is limited and is 36 months from the date of manufacture.

The expiration date is indicated on the packaging (“Use before”) and is valid subject to proper
transportation and storage conditions.

Environmental protection and recycling

The contents of the syringe are not toxic or flammable. Unused syringes can be disposed ofas household
waste. Glass should be disposed of

caution. Unused contents of the syringe before or after the expiration date can be disposed of as
household waste (drain with plenty of water).

Precautions when disposing of used syringes and needles

Used syringes and needles must be disposed of as epidemiologically hazardous waste (infected and
potential ly infectious waste, such as: materials and instruments, objects contaminated with blood and/or
other biological fluids). Follow national or local regulations for safe handling and disposal.

Symbols used on packaging:

[LOTJ Batch code
[refl Catalog number
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Use by date

® Do not reuse
Temperature limits (store between 2“C and 25°C)

Protect from sunlight

Do not freeze
(§) Do not use if packaging is damaged
STEHLE A Aseptic sterilization
JSTERLEO  Sterilization with ethylene oxide

d] Manufacturing date
i J Manufacturer
m See instructions for use

Epiona AG, Bahnhofstrasse 21, 6300 Zug, Switzerland

Authorized representative of the manufacturer: Limited Liability Company "MCNT Import" (MCNT
Import Ltd.)
Address: st. Ordzhonikidze, 12, building 2, Moscow, 119071, Russia. Tel.: +7 495 786-39-63

Country of origin: Turkey.
Date 09/2022
PAC002-59
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Synovial viscosupplement device FERMATHRON® (Fermathron®)

Instructions for use

FERMATRON® PLUS containing 1.5% sodium hyaluronate solution.
Sodium hyaluronate 30 mg/ 2.0 ml

Intended use
To relieve pain and stiffness in the knee, hip and ankle joints of patients suffering from mild to
moderate osteoarthritis resulting from degenerative and traumatic changes in the synovial Joint.

Description

FERMATRON® PLUS is a clear sterile solution of 1.5% high molecular weight sodium hyaluronate
in phosphate buffer saline, placed in a pre-filled syringe for a single intra-articular injection into the
synovial space of the joint. 2.0 ml of filter-sterilized FERMATRON® PLUS is placed in a glass,
disposable, ready-to-use syringe. The syringe is packed in a blister and a cardboard box. The surface
ofthe pre-filled syringe is sterilized with ethylene oxide.

Description and composition

Sodium hyaluronate is a long-chain polysaccharide, it consists of repeating disaccharide units of D-
glucuronic acid and N-acetyl-D-glucosamine and is a natural component of the human body.
FERMATRON® PLUS has a pH similar to the pH of synovial fluid.

Composition of the medical (evice, mg/ml:
Sodium hyaluronate, mg/ml 14.0-16.0

Sodium chloride, mg/ml 8.5-9.5
Phosphates, mg/ml 0.15-0.25
Water for injection guantum satis

Dosage and methods of application

Injections of FERMATRON® PLUS should only be performed by a healthcare professional trained in
the appropriate technique. For patients with mild or moderate osteoarthritis of the knee joints, it is
recommended to inject 2.0 ml ofthe drug into the synovial cavity ofthe knee joint once a week for 13
weeks. The healthcare professional should clarify the dosing regimen for injections into the synovial
space ofthe hip and ankle joints. It is recommended to perform injections into the hip and ankle joints
under ultrasound or fluoroscopic guidance. Before administering the drug, the injection site must be
treated with an antiseptic and allowed to dry. If there is joint effusion, it must be removed before
administering FERMATRON® PLUS.

The contents of the syringe are sterile. The injection should be made using a sterile needle of the
appropriate size (it is recommended to use a needle from 18to 21 G). The syringe is equipped with a
Luer Lok™* (6%) connector for secure connection of the needle to the syringe.

The syringe and needle should be discarded after a single use.

Indications for use

To relieve pain and stiffness in the knee, hip and ankle joints of patients suffering from mild to
moderate osteoarthritis resulting from degenerative and traumatic changes in the synovial joint.
Duration of effect in patients with low or moderate knee osteoarthritis severity is up to six months.
The duration of the effect in the hip and ankle joints has not been established. The effect of the drug
FERMATRON® PLUS is due to biocompatibility and physicochemical properties. High molecular
weight sodium hyaluronate in the drug FERMATRON® PLUS is a biopolymer consisting of repeating
disaccharide units of D-glucuronic acid and N-acetyl-D- glucosamine. It has been shown that this
biopolymer, synthesized by the bacterium Streptococcus equi, is identical to sodium hyaluronate
contained in the human body. The hyaluronan contained in FERMATRON® PLUS supplements the
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natural hyaluronan contained in the synovial membrane, the amount of which has decreased due to
degenerative changes or traumatic injuries of the synovial Joint.

Contraindications
Do not administer FERMATRON® PLUS if there is inflammation or signs of skin diseases at the
injection site. Do not use in patients with known hypersensitivity to sodium hyaluronate.

W arnings and Cautions

Do not use if sterile packaging is damaged. Syringe FERMATRON® PLUS is a disposable product
intended for one patient only. If FERMATRON® PLUS is used in a second patient, sterility will be
compromised and there will be a risk of foreign body reaction or infection. FERMATRON® PLUS
cannot be re-sterilized, as this may impair the functioning of the product.

FERMATRON® PLUS must be used with a sterile needle, which should be disposed of after a single
use.

Do not use after expiration date. Sodium hyaluronate is obtained by fermentation of Streptococcus
equi bacteria and is carefully purified. However, the clinician must consider the immunological effects
and potential risks associated with injecting any biological substance.

Not intended for children. The safety of using FERMATRON® PLUS during pregnancy and lactation
has not been established. Prescription of the drug during pregnancy and lactation is at the discretion
of the orthopedic surgeon. Follow national and local rules and regulations to ensure the safe use and
disposal of used needles. In case of injury, consult a doctor immediately.

Adverse reactions

With intra-articular injection, temporary passing pain and swelling are possible. In rare cases, an
inflammatory reaction, septic arthritis or arthralgia may occur, which may or may not be associated
with FERMATRON® PLUS.

Incompatibility

Compatibility of simultaneous intra-articular administration of the drug FERMATRON® PLUS has
not been tested with other substances. Therefore, mixing or simultaneous administration of other intra-
articular drugs is not recommended.

Storage conditions

Store at temperatures between 2°C and 25°C. Do not freeze. Store in a place protected from light. The
product is sterile - for single use only. Do not use after expiration date. The product should be
transported under the same conditions as storage conditions.

Guarantees

The synovial viscosupplement device is a single-use product. The shelf life of synovial
viscosupplement device is limited and is 36 months from the date of manufacture. The expiration date
is indicated on the packaging (“Use before) and is valid subject to proper transportation and storage
conditions.

Environmental protection and recycling

The contents of the syringe are not toxic or flammable. Unused syringes can be disposed of as
household waste. Glass should be disposed of caution. Unused contents of the syringe before or after
the expiration date can be disposed of as household waste (drain with plenty of water).

Precautions when disposing of used syringes and needles

Used syringes and needles must be disposed of as epidemiologically hazardous waste (infected and
potentially infectious waste, such as materials and instruments, items contaminated with blood and/or
other biological fluids).

Follow national or local regulations for safe handling and disposal.
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Symbols used on packaging
LOT Batch code

Catalog number

Use by date

® Do not reuse

Temperature limits (store between 28 and 25*C)

Protect from sunlight
Do not freeze
(8) Do not use if packaging is damaged
STERLE A Aseptic sterilization
ISTERLEO  Sterilization with ethylene oxide
( H Manufacturing date

Manufacturer

I I I See instructions for use

Epiona AG, Bahnhofstrasse 21,6300 Zug, Switzerland

Authorized representative of the manufacturer: Limited Liability Company "MCNT Import" (MCNT
Import Ltd.)
Address: st. Ordzhonikidze, 12, building 2, Moscow, 119071, Russia. Tel.: +7 495 786-39-63

Country of origin: Turkey.
Date 09/2022

PAC002-60
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Synovial viscosupplement device FERMATHRON® (Fermathron®)

Instructions for use
FERMATRON® S containing 2.3% sodium hyaluronate solution Cross-linked sodium hyaluronate
69 mg/3.0 ml

Intended use

For the relief of pain and stiffness in the knee or hip joint due to degenerative and traumatic changes
in the synovial Joint.

The duration of effect in patients with mild to moderate osteoarthritis of the knee and hip Joints is up
to six months. The action of FERMATRON® S is due to biocompatibility and physicochemical
properties. Sodium hyaluronate, part of FERMATRON® S, is a biopolymer consisting of repeating
disaccharide residues of D-glucuronic acid and N-acetyl-D-glucosamine biosynthesized by a strain of
bacteria Streptococcus equi and is equivalent to natural human sodium hyaluronate. Hyaluronan
replenishes synovial hyaluronan damaged by degenerative or traumatic changes in the synovial Joint.

Description

( FERMATRON® S is a sterile viscous gel of cross-linked sodium hyaluronate in phosphate buffer.
FERMATRON® S is injected into the synovial space by a medical professional experienced in
performing injections using a ready-to-use, pre-filled sterile syringe and needle, appropriate injection
technique. After final sterilization with steam, 3.0 ml of FERMATRON® S is placed in a ready-to-use
disposable glass syringe.
The syringe is packed in a blister and a cardboard box. The surface of the pre-filled syringe is sterilized
with ethylene oxide.

Description and composition

Sodium hyaluronate is a long-chain polysaccharide. It is composed of repeating disaccharide units of
D-glucuronic acid and N-acetyl-D-glucosamine and is a natural component of the human body.
Sodium hyaluronate is dissolved in saline to a concentration of 23 mg/ml (2.3%).

Sodium hyaluronate, mg/mi 20.0-25.0

Sodium chloride, mg/ml 7,8-9.0
Phosphates, mg/ml 0.15-0.25
Water for injection quantum satis

Dosage and adm inistration ofthe drug

Intra-articular injection of FERMATRON® S can only be performed by a medical professional who
has undergone special training in the procedure for intra-articular injections.

FERMATRON® S is available in the form of a single dose of the drug, intended only for a single
administration in a course of treatment. The drug administration regimen is a single injection of 3.0
ml FERMATRON® S, contained in one syringe, into the affected synovial space. Before performing
the injection, it is necessary to wipe the skin at the injection site with an antiseptic and allow to dry. If
there is Joint effusion, fluid must be removed from it before injecting FERMATRON® S. Inject
FERMATRON® S only into the Joint cavity. When injecting into the hip Joint, ensure accurate
placement and insertion of the needle using fluoroscopic or ultrasound guidance. When inserting a
needle, especially for injections into the hip Joint, local anesthesia is recommended. Before injection
using the drug FERMATRON® S, intra-articular effusion should be removed. To remove intraarticular
effusion and intra-articular injection of FERMATRON® S, the same needle should be used. The
contents of the syringe are sterile and should be injected using a sterile needle of the appropriate size
(18 to 21G). The syringe has a Luer Lok (6%) connector for securely attaching the needle to the
syringe. The syringe and needle must be discarded after use.
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Contraindications
Do not administer FERMATRON® S ifthe injection area is infected or there are signs of a skin disease.
Do not use in patients with known hypersensitivity to sodium hyaluronate.

W arnings and Precautions

Do not use if sterile packaging is damaged. Do not use after expiration date. Sodium hyaluronate is
produced by fermentation with Streptococcus equi and is highly purified. However, healthcare
professionals should be aware of the immunological and other potential risks that may be associated
with the injection of any biological material. Do not use in children. As with any invasive Joint
procedure, it is recommended to avoid strenuous exercise (such as playing tennis, Jogging or long
walks) for the first two days after the injection. There is no information on the safety of using
FERMATRON® S in pregnant and lactating women. Administration ofthe drug during pregnancy and
breastfeeding is at the discretion of a medical professional. Follow national and local guidelines
regarding the safe use and disposal of needles. In case of injury, consult a doctor immediately.
FERMATRON® S is a disposable product and is intended for use only on one patient. If
FERMATRON® S is used in a second patient, sterility will be compromised and there will be a risk
of foreign body reaction or infection. FERMATRON® S should not be re-sterilized, as its effectiveness
may be impaired. FERMATRON® S should be used with a sterile needle, which should be disposee
after a single use. For each Joint to be treated a separate syringe containing FERMATRON® S must
be used. FERMATRON® S subject to intravascular or extra-articular administration, as well as
introduction into synovial tissues or membranes. Increased insertion pressure may indicate improper
extra-articular needle position or Joint overcrowding.

Adverse reactions
Transient pain and swelling may occur with intra-articular injections. In rare cases an inflammatory
reaction, septic arthritis or arthralgia may occur, which may or may not be associated with
FERMATRON® S.

Incom patibility

There are no data on the compatibility of FERMATRON® S and other drugs for intra-articular use.
Therefore, the combined intra-articular use of FERMATRON® S with other drugs is not
recommended.

Storage conditions

Store at temperatures between 2 °C and 25 °C. Do not freeze. Protect from light.

Sterile product - for single use only. Do not use after expiration date. The product should be transported
under the same conditions as storage conditions.

Guarantees

The synovial viscosupplement device is a single-use product. The shelf life of synovial
viscosupplement device is limited and is 30 months from the date of manufacture. The expiration date
is indicated on the packaging (“Use before™) and is valid subject to proper transportation and storage
conditions.

Environmental protection and recycling

The contents of the syringe are not toxic or flammable. Unused syringes can be disposed of as
household waste. Glass should be disposed of caution. Unused contents of the syringe before or after
the expiration date can be disposed of as household waste (drain with plenty of water).

Precautions when disposing of used syringes and needles
Used syringes and needles must be disposed of as epidemiologically hazardous waste (infected and

potentially infectious waste, such as materials and instruments, items contaminated with blood and/or
other biological fluids).
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Follow national or local regulations for safe handling and disposal.

ILOTI Batch code

[lE Catalog number
Use by date

® Do not reuse

« I— 1 Temperature limits (store between 2°C and 25"C)

Protect from sunlight

Do not freeze
(8) Do not use if packaging is damaged
8TEHLE] | Moist heat sterilization

STERL™NEO  Sterilization with ethylene oxide

(I! Manufacturing date
i J Manufacturer
I I l See instructions for use

Epiona AG, Bahnhofstrasse 21,6300 Zug, Switzerland

Authorized representative of the manufacturer: Limited Liability Company "MCNT Import" (MCNT
Import Ltd.)
Address: st. Ordzhonikidze, 12, building 2, Moscow, 119071, Russia. Tel.: +7 495 786-39-63

Country of origin: Turkey
Date 09/2022
PAC002-62
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MepeBOA C aHINNCKOTO A3blKa Ha PYCCKUIA SA3bIK

Per. Homep: CHE-319.257.330

Ep i O na Kog nnatenswmka HAC: CHE-319.257.330 MWST
E-mail: epionaag@gmail.com

Ten.: +41 79 172 82 19

Appec: BanxodgwTpacce 21,6300 Llyr, LLseliuapus

A NoATBepXAal, UYTO MpuiaraeMblil AOKYMEHT SIBASETCS TOYHbIM, MPaBUMbHLIM W
NOMHLIM AOKYMEHTOM, OTHOCAWMMCA K MeAULWUHCKOMY WU3LeNnt0 «lMpoTe3 CUHOBMUANLHOIA
Xupgkoctu MdepmaTpoH®" (Fermathron®) B BapuaHTax WCNOAHEHWA» MNPOU3BOACTBA

Epiona AG, L seliyapusa.

[nognucaHo] 7.02.2024

Hykorac LLp&nep [Nicholas Schroder], AMpeKTop
OT 1veHm v no nopyqeHno Epiona AG

WHCTPYKLUMS NO MPUMEHEHUIO HA MEAULIMHCKOE n3fenmne

MpoTtes crHOBVaV IBHOM >KAOKOCTU 'depiverrpoH®” (Fenrethron®) B BapriaHTax
VICNO HEHVA:
1 «PepvarpoH®»> (Fenethron®), coagallyin 126pacTBOp MNavtypoHaTa HarpyVs.
2 <«PepvarpoH® o> (Femathron® Plus), copepralpin 1.5 % pactsop

nViasypoHara Harpusi.
3 «PepvaErpoH® C»> (Femathron® S), cogeprauyii 2.3 %o pactBop MavlypoHara
HaTpVs.,

[MevaTtb:]
CMoTpu cepTuukaLmio Ha 060poTOB CTpaHULbI

2024
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OdunymanbHasa cepTudukaymsa

MpoBepeHo Ana  NOATBEPXAEHWS  MOAMIMHHOCTM  MOAMWCU  Ha o6paTHOli  CTOPOHe,
YAOCTOBEPEHHOI B HalleM NPUCYTCTBUU

muctepa Hwukonaca AnekcaHapa LWPEAEPA, wBeiuapckoro rpaxaaHuHa U3 OoKpyra
dpaysHpenbg TI, B KoMmyHe HwopeHcgopde, LUBeiuapus, KOTOpPbIi ugeHTUUUMpPOBaH No
ypoctoBepeHuto nnyHoctn (CHE C8841651),

N BHECEH B TOpFOBbIVI peecTp KaHTOHa Ll,yr KakK 4/ieH npaBieHna AOAUWPEKTOPOB C MpaBOM
e,EI.I/IHOJ'II/Il-IHOIZ noanncm OoT NMEeHn

Epiona AG. KOMNaHUn ¢ rosioBHbIM ochucom B Llyre.

MpoBepka KOMMEpPYecKoro peecTpa MpoOBOAWIACh HENOCpPeACTBEHHO nepes oduumanbHO
cepTudukaumneinl NnocpeacTeoM MHTepHeT-3anpoca.

dT1a neranmsaunsa OTHOCUTCHA TOJSIbKO K YAOCTOBEPEHUID MOAJIMHHOCTM MNOAMUCKU, a He K
coagep>xXaHnw nnn Ael‘ﬁCTBMTeﬂbHOCTVI OAaHHOIo AOKYMEHTa.

baccepcaopd, 22 chespansa 2024 r.
BK Ne 205
MownmHa 30 weeyapckmx hpaHKoB
HOTAPWNAT BACCEPCAOP®
[mognuncaHo]

Mackanb XeHw [Pascal Hensch],

[Kpyrnas nevatb:] 06LeCTBEHHbIN HOTapuyc
HoTapuaT baccepcagopd

KaHToH Llyr
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MpoTe3 cMHOBUaNbHON Xnakoctm PEPMATPOH® (Fermathron®)

MHCTPYKLUA MO NPUMEHEHUIO
®EPMATPOH®, cogepxalunin 1% pacTBop rmanypoHarta HaTpus
MmanypoHat HaTpua 20 mr /2,0 mn

HasHaueHuKe

[ns ocnabneHus 6011 N CKOBaAaHHOCTW B KOJIEHHOM, Ta306efpeHHOM, rO/IEHOCTOMHOM W Mjie4eBOM
cycTaBax MaLMeHTOB, CTpajaroWmxX OCTEe0apTPO30M Manoli WAN CPeaHein CTemneHn TSHKECTH,
BO3HMKLUMM B pe3ynbTaTe [ereHepaTWBHbIX W TpaBMaTUYECKUX WU3MEHEHWIA CUMHOBMANbHOIO
cycTaBa.

OnucaHue

PEPMATPOH® npeactaBnseT coboi npo3padHblii cTepunbHblii pactBop 1.0 % ruanypoHarta
HaTpusa B CONEBOM pacTBope ¢hocthaTHOro 6ygepa, NOMeLLeHHbI B NpeABapuTeNbHO 3ano/IHEHHbIN
Wnpuy, Ang O4HOKPATHON BHYTPUCYCTaBHON WMHBEKLMM B CUHOBMaNbHOE MPOCTPAHCTBO CyCTaBa.
2,0 Mn cTepnunm3oBaHHOIo unbTpoBaHMem npenapata PEPMATPOH® nomelleHo B CTEKNSHHbIN,
OZHOPa30Bblil, FOTOBbIA K MCMOMb30BaHWMIO wWnpuy. LUnpuy ynakoBaH B 6/1MCTEp U KapTOHHYHO
KOpOOKy. M0oBEpXHOCTb 3apaHee 3ano/IHEHHOro Wnpuua CTepuan3oBaHa OKCMA0M 3TU/eHa.

OnucaHue 1 cocTas

vanypoHaT Hatpua dABnfetTca  ANWHHOLENoYeyHbIM nonucaxapugom. OH  COCTOUT U3
NOBTOPSAIOLWMXCA ANCaXapUAHbIX 3BeHbEB D-rlOKYPOHOBOW KMCAOTbI U bl-auetnn-O-rnoko3amMmmnHa
N ABNAETCA €eCTeCTBEHHbIM KOMMOHEHTOM opraHusma d4enoseka. ®EPMATPOH® wumeetr pH,
CXOfHbIV ¢ pH CMHOBMaNbHOW XUAKOCTHN.

CocTaB MeAULIMHCKOT0 U3Aenuns, Mr/m:

HaTpwusa rmanypoHat,mr/mn 9,75 -11,0

Xnopug HaTpus, mr/mn 7,6 -95

dochatbl, Mr/Mn 0,15-0,25

Boga ang nHbvekyuii JocTtaToyHoe KOonm4yecTBo

[o3npoBKa 1 cnocobbl NPUMeEHEHUS

MHbekuun npenapata PEPMATPOH® [0/MKHbI BbINOMHATLCA TOMILKO MEAULMHCKAM PAabOTHUKOM,
npoweawmnMm obyyeHre COOTBETCTBYHOLWEN TeXHUKE. [N 60NbHLIX C OCTE0ApTPO30M KOJEHHbIX
CYCTaBOB /IerKON WNW CpefHeil cTeneHU TSHKECTM peKoMeHayeTcsa BBoAuTbL 2,0 MA npenapata B
CMHOBMWANbLHYO MOMIOCTb KOJIEHHOTO CycTaBa OAWH pa3 B Hejento B TedyeHne 1-5 Hepenb.
MeanUMHCKNIA pabOTHUK JO/HKEH YTOUHATb PEXWUM LO3UPOBAHMA A1 WHBEKLMIA B CMHOBMA/IbHOE
MPOCTPaHCTBO Ta3006eApeHHOro, TrO/IEHOCTOMHOIO W MNJeYeBOro CyCTaBOB. PekomeHpayeTcs
BbIMONHATL  MHbEKUMW B Ta300efpeHHbI, TO/IEHOCTOMHbLIA W NAeYeBO CyCTaBbl MOA
YNbTPa3ByKOBbIM WN PEHTITEHOCKOMUYECKUM KOHTponem. [epepn BBefeHWEM npenapaTa MecCTo
NHBEKUUN Heobxoanmo ob6paboTaTb aHTUCENTUKOM U AaTb BbICOXHYTb. [1pU HanMymMm CyctaBHOro
BbINOTA ero He06XoAMMO YyaanuTh 10 BBefeHUs npenapata PEPMATPOH®. CofepXxumoe wnpuua
cTepunbHO. BBefeHue cnegyeT NPOM3BOAUTbL C MOMOLLbLIO CTEPU/IBHOW WUIAbl COOTBETCTBYHOLLENO
Kannbpa (pekoMeHAyeTca ncnosb3osatb urny ot 19 go 20 G). Wnpuy o6opyaosaH pasbemom Luer
Lok™ (6 %) nOna HagexHoro npucoeanHeHua wurabl K wnpuyy. LWnpuy v wuray cnegyet
YTUAM3NPOBATL MOC/E Pa30BOro NPUMEHEHUS.

MokKasaHusi K NPUMEHEHUIO

Ons ocna6neHns 6011 1 CKOBAHHOCTU B KOJIEHHOM, Ta306epeHHOM, F0/IeHOCTOMHOM W M/eYeBOM
cycTaBax MalMeHTOB, CTpajaloliMx OCTeoapTPO3OM Manoil WAW cpefHeil CTENeHU TSXKECTH,
BO3HUKIUUM B pe3ynbTaTe [AereHepaTMBHbIX W TPaBMaTUUECKUX W3MEHEHWUI CUHOBUANbHOIO
cycTaBa. AnuTenbHOCTb a(eKTa y NaLMeHTOB C 0CTE0apTPO30M KONEHHOro CycTaBa Manoi unm
CpedHei CTeneHW TSXKECTW COCTaBNseT [0 LIECTM MecAueB. [AAWTeNbHOCTb aghekTa B
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Ta3obejpeHHOM, TO/IEHOCTOMHOM W MNJIeYeBOM CycCTaBax He yCTaHOB/fieHa. [leiicTBMe npenapata
®EPMATPOH® 06ycnoBneHo ero 6MOCOBMECTUMOCTbIO U (PU3NKO-XMMUYECKMMU CBONCTBAMMU.
Hun3KoMonekynapHbIi rmanypoHat HaTpus B npenapate PEPMATPOH® sBnsetcsa 6MON0AMMepom,
COCTOALMM U3 NOBTOPAIOLMXCA AUCaxXapuaHbIX 3BeHbeB D-rlOKYpPOHOBON KncnoTbl U N-auetu-
D-rnioko3amuHa. lMokas3aHo, 4TO 3TOT 6GuMononuMmep, CUHTE3MpyeMblii GakTepuein Streptococcus
equi, MAEeHTMYEH TManypoHaTy HaTpudA, COAepXKalleMycs B opraHuame uefnoseka. [ManypoHaH,
cogepxawmiica B npenapate PEPMATPOH®, pAononHSAeT eCTeCTBEHHbI  FManypoHaH,
cofiepXalllnuincs B CMHOBMANbHOM 0060/104YKE, KOAMYECTBO KOTOPOro CHWU3WAOCL BCleAcTBUE
AereHepaTUBHbIX M3MEHEHWIA AN TpaBMaTUYECKMUX MOBPEXAEHWIA CUHOBMANBHOTO CyCTaBa.

MpoTuBONOKasaHusa
He Beoante PEPMATPOH® npu BocnaneHWn UM Hanu4ymm NPU3HAKOB KOXHbIX 3a60neBaHuii B
MecTe WHbekuun. He npumeHAlkTe y NaUMEHTOB C W3BECTHOW TMMEepUYYBCTBUTENbHOCTbLIO K
rnanypoHaTy HaTpus.

MpegynpexaeHna v npefocTepexxeHns
3anpeLLaeTca UCNONbL30BaTh, ECNM CTEPU/IbHAA YNAaK0BKa NoBpeXaeHa. 3anpeLLaeTcs Mcnonb3oBatb
nocne UCTeYeHUs CpoKa roAHOCTU. [ManypoHaT HaTpus MONy4YeH NyTeM (epmeHTauum 6aktepui
Streptococcus equi W TWaTeNbHO OYULEH. TeM He MeHee, Bpay [O/DKEH Y4YuTbIBaTb
\] MMMYHO/NIOTMYECKOe BO3AeNCTBME W MOTEHUMWa/bHbIA PUCK, CBA3AHHbLIA C WHBEKLWOHHBLIM
BBeJEHMEM J06bIX 6MONOrMYecKnx BelwecTs. He npegHasHayeH pAna petell. besonacHocTb
npumeHeHuns npenapata PEPMATPOH® B0 Bpems 6epeMEHHOCTM W NakTauuum He yCTaHOB/IeHa.
HasHauyeHue npenapaTa BO BpemMs OGepeMEHHOCTM W NaKTauuu BbIMOSIHAETCS Ha YCMOTPEHMe
xupypra-optonega. [ns 6e30nacHOro WCNOMb30BaHWUA W YTUAU3AUUW  UCMONb30BAHHBIX WM
cobntofarite 06WerocyapcTBEHHbIE Y MECTHbIE NpaBuia U HOPMbI. B cnyyae TpaBMbl HEMEA/IEHHO
obpatutecb K Bpadvy. Wnpuy ®PEPMATPOH® - 370 ogHOpa3oBoe u3denune, npegHaszHavyeHHoe
TOMNbKO ANA 04HOro nayueHTa. Mpu mucnonb3oaHnn PEPMATPOH® y BTOpOro nauweHta 6yget
HapylleHa CTepUNbHOCTb M BO3HWKHET PUCK peakuum Ha WHOPOLHOe Tefo WAW WHGEKLUN.
OEPMATPOH® He noAaneXuT MOBTOPHOW cTepuamsaummn, TakK KaK 3TO MOXET HapyLluTb
(hyHKuMOHUpoBaHne unsgenus. PEPMATPOH® fo/mKeH UCNONb30BaTbCA CO CTEPUSIbHON WUTION,
KOTOpYIO cneflyeT YTUAN3NPOBAThL NOc/e 04HOPa30BOro NpMMeHeHus.

Mo6oyHbIe peakuun

Mpyv BHYTPMCYCTaBHOM BBEAEHUM BO3MOXHA BpeMeHHas npoxogawasd 601b v NpUnyxnocts. B
PefKMX Cclyyasx MOTryT BO3HWMKHYTb BOCManuTeNbHas peakuus, CENTUYECKWI apTpuT WUam
apTpanrusa, KoTopble MOTYT 6biTb CBA3aHbl UK He CBA3aHbl ¢ npenapatoM PEPMATPOH®.

HecoBMecTUMOCTb

CoBMeCcTMMOCTbL OJHOBPEMEHHOro BHYTPUCYCTaBHOro BBefeHusd npenapata PEPMATPOH® c
APYTMU BellecTBaMM He UCMbITbiBaNachb. 103ToMy cMellnBaHWe uav OLHOBPEMEHHOe BBefeHue
APYTrnX BHYTPUCYCTaBHbIX NpenapaToB He PeKOMeHayeTcs.

Ycnosua xpaHeHNsa

XpaHuTb npu Temnepatrype ot 2 °C go 25 °C. He 3amopaxuBaTb. XpaHUTb B 3alULLEHHOM OT
ceeta mecte. [MpOAYKT CTepufieH - TOMbKO [N OAHOKPATHOro mnpuMeHeHud. 3anpeliaercs
MCNo/Mb30BaTh MoOc/ie UCTeYeHUs cpoka rogqHocTu. MNpoayKT cnefyeTt TPaHCMOPTUPOBATL B TaKUX Xe
YCNOBUSAX, KaK N YCNOBUA XPaHEHUS.

MapaHTUun

MpoTe3 CUHOBMANLHOW >XWMAKOCTU - MPOAYKT OAHOPA30BOro MCNonb3oBaHWA. CpoK TFOAHOCTU
npoTe3a CUHOBMANbLHOM XWAKOCTU OrpaHu4yeH U cocTaBnseT 36 MecAueB C AaTbl U3rOTOB/IEHUA.
[laTa ncteyeHUs cpoka rogHoOCTW yKasaHa Ha ynakoBKe («Mcrnonb3oBatb [J0») W LelCTBUTeNbHA
npw co6t04EHNUN YCNOBMIA TPAHCMNOPTUPOBKN 1 XPaHEHUS.
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3awmTa oKpyxXatoLlein cpeibl U yTUNU3aLNS

CoaepXXumoe LNpuLa He ABASETCS TOKCMYHBLIM WKW OTHEONacHbIM. Heucnonb30BaHHbIE LUMPULLbI
MOTYT 6bITb YTUNN3MPOBaHbl B KauyecTBe GbITOBbIX 0TX0A0B. CTEKNO cnefyeT yTWAU3UPOBaTb C
OCTOPOXHOCTbIO. Heucnonb3oBaHHOE COAEPXMMOE LnpuiUa A0 WAKW MOCMe WUCTEYEHMS CpOKa
FOAHOCTM MOXeT ObiTb YTWIN3MPOBAHO B KauyecTBE 6bITOBbIX OTX040B (CAUTb C GONbLINM
KO/MIMYECTBOM BO/bI).

MpenoCTOPOXHOCTY MPU YTUNM3ALUN UCMONb30BaAHHbIX LLINPULOB U UTN

cnonb3oBaHHbIE WNPULLBI U UMbl AOMXKHbBI YTUAN3MPOBATLCA KaK 3MWAEMUONOTMYECKU ONacHbIe
0TX0Abl (MHQULMPOBaHHbIE N NOTEHLMANbHO UH(ULMPOBaHHbIE OTXO/bI, TaKNEe KaK: MaTepuansl U
WHCTPYMEHTbI, NpeaMeTbl, 3arpsidBHeHHble  KPOBblO  W/MAM  APYTUMK  GUONOTUYECKUMMU
Xnakoctamu). CneayitTe HauWOHaNbHOMY WKW NI0OKaNbHOMY 3aKOHOAATeNbCTBY MO 6e30macHoMy
MPVMEHEHWIO 1 YTUN3ALNN,

CunMBOSbI, UCMOJb3yeMble Ha YNaKOBKE:

LOT Ko naptum
REF Howmep no Katasory
- Wcnonb3oBaTb 40

He vcnosib3oBaTb NOBTOPHO

28°C TemnepatypHble npegenbl (XpaHuTb Mpu TemnepaTtype OT
- I 2°C po 25°C)

* MNpenoxpaHaTb OT BO3AENCTBNA COTHEYHOrO CBETa
He 3amopaxuBaTb
He vcnonb3oBaTh Npy NOBPEXAEHHON yNakoBKe
[STEHLA CTepnn3oBaHO C NMPUMEHEHNEM acenTUYeckKux MeToLoB
ISTEMJ*EO CTepunnn3oBaHo OKCUAOM 3TUEHA
Jara nsrotosneHuns
tl | MpownssoanTtens
CM. WUHCTPYKUMM MO NPUMEHEHUIO

Epiona AG, Bahnhofstrasse 21, 6300 Zug, Switzerland
(Weeliuapwns)

YNONHOMOYEHHbIN npeacTaBuTeNb npou3BoAUTENSA: O6uwecTBo c OrpaHMYeHHOM
oTBeTCTBEHHOCTbIO «MKHT MmnopT» (OO0 «MKHT MmnopT»)
Agppec: yn. OpgpKoHukunase, 4. 12, ctp. 2, Mocksa, 119071, Poccua. Ten.: +7 495 786-39-63

CtpaHa npoucxoxxaeHusa: Typums
[Jara 09/2022
PAC002-59
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MpoTe3 cmHoBUaANbHOW Xugkoctn PEPMATPOH® (Fermathron®)

MHCTPYKUMA NO NPUMEHEHNIO
OEPMATPOH® MK C, cogepxawmii 1,5 % pacTBop rmanypoHaTa HaTpums.
MvanypoHat Hatpua 30 mr/ 2,0 mn

HasHaueHue

[ns ocnabneHus 6011 U CKOBaHHOCTU B KOJIEHHOM, Ta3o06efpeHHOM W roNeHOCTOMHOM CycTaBax
nauneHToB, CTpajalowWwmx 0CTe0apTPO30M Manoi UAWM CpefHeil CTEMeHU TSHKECTW, BOSHUKLWUM B
pe3ynbTaTe AereHepaTuBHbIX N TPaBMaTUYeCKMX M3MEHEHWIA CUHOBMANbHOTO CyCTaBa.

OnwucaHune

®EPMATPOH® TMJIKOC npeacTtaBnser cob60i Npo3payHblil  CTepunbHbIA  pacTBop 15 %
BbICOKOMOJIEKYNAPHOrO rnanypoHata HaTpus B COMEBOM pacTBope ¢octaTHoOro 6ydepa,
NMOMELLEHHbI B MpefBapuTeNIbHO 3anOfIHEHHbIA WNAPULY AN OLHOKPaTHOW BHYTPUCYCTaBHOW
WHBEKLUN B CUMHOBMANIbHOE MPOCTPAHCTBO cycTaBa. 2,0 M/ CTepUIN30BaHHOTO (PUAbLTPOBAHUEM
npenapata ®EPMATPOH® M/KOC nomeleHo B CTEKNSAHHbIA, O0AHOPa30Bblil, rOTOBbLIA K
Mcnonb3oBaHuioo wnpuy. LWnpuy ynakoBaH B 6/MCTEP M KapTOHHYK KOpPOOKY. [MOBEPXHOCTb
3apaHee 3an0/IHEHHOTO WNpPKLLA CTEPUIN30BaHA OKCMAOM 3TU/EHa.

OnucaHwve 1 cocTas

vanypoHaT HaTpusa ABnAfeTcAd  ANMHHOLEMNOYeyHbIM nonucaxapugom. OH  cocTOUT U3
MOBTOPAILNXCA AMucaxapuiHbiX 3BeHbeB D-rnI0OKYypOHOBON KUCMOThI U bl-aueTun-O-rnkKo3aMmmHa
N SABNAETCA eCTEeCTBEHHbIM KOMMOHEHTOM opraHusma yenoseka PEPMATPOH® TTJTKOC umeet
pH, cxo4HbIn ¢ pH CMHOBUANbHOW XWULKOCTH.

CocTaB MegMLMHCKOr0 nsgennsa, mr/mn:
HaTpusa rnanypoxat, mr/mn  14,0-16,0

Xnopwg HaTpus, Mr/mn 8,5-9,5
dochatbl, Mr/Mn 0,15-0,25
Boga ans uHbekuuii JocTatouHoe KonnyecTso

[o3npoBKa 1 cnocobbl NPUMeHEHUSA

MHbvekunn npenapata PEPMATPOH® TJIKOC [O/MKHBLI BbIMNOMHATLCA TOJIBKO MELULUHCKAM
pabOTHMKOM, NpoLleiWwnM 00yUYeHne COOTBETCTBYIOLLEA TeXHUKE. 14 60/bHbIX C OCTE0apTPO30M
KONEHHbIX CYCTaBOB /1erkKOW WAU CcpefHel CTeneHW TAXeCTU peKOMeHAyeTcs BBOAUTL 2,0 M
npenapara B CMHOBMWANbLHYIO MOJIOCTb KOJIEHHOr0 CycTaBa OfAWH pa3 B Hefento B TeyeHue 1-3
Hegenb. MeauUMHCKNI pabOTHUK AOMKEH YTOYHATb PEXUM A03MPOBaHUS [ANA WHbEKUWIA B
CUHOBMaNbHOE MPOCTPAHCTBO Ta306eApeHHOro ¥ ro/eHOCTONHOro CycTaBoB. PekomeHfyeTcs
BbIMOMHATD UHBEKLUN B Ta300eApPEHHbIN M rONEHOCTOMHbIA CyCTaBbl MOA YNbTPa3BYKOBbIM WK
PEHTreHOCKOMUYeCcKUM KOHTposieM. lMepes BBefeHMEM rnpenapaTa MECTO MHBEKLUMU Heob6XoLMMO
06paboTaTb aHTUCENTUKOM M AaTb BbICOXHYTb. MpU Ha/IMuyMK CYCTaBHOIO BbIMOTa €ro He06X04MMO
yaanuTb fo BeefeHus npenapata PEPMATPOH® MJIHOC.

CopepXXnMmMoe wnpuua cTepunbHo. BeefeHne cnegyeT Npon3BOANTL C MOMOLLbIO CTEPUSIBHOW UT /bl
COOTBETCTBYIOLWEro Kannbpa (pekomeHayetcsa wucnosb3oBatb uray ot 18 po 21 G). LWnpuy
o6opyaoBaH pasbemom Luer Lok™™ (6 %) aAna HageXXHOro NpUcoeiuHEHNs Urbl K LWNPULY.
Lnpuy, v urny cnegyet yTUnnM3nposaTh MNOCAE Pa30BOro NPUMEHEHNS.

MokasaHMa K NPUMEHEHUIO

Ons ocnabneHns 6011 N CKOBAHHOCTW B KOJIEHHOM, Ta306epeHHOM W TO/IEHOCTOMHOM CycTaBax
NaluueHToB, CTPaJaLLMX OCTE0apTPO30M Manoi MNM cpefHeil CTeNeHW TSHKECTW, BOZHUKILIMM B
pesynbTaTe AereHepaTMBHbIX W TPaBMaTUMUECKMX  W3MEHeHWA CUHOBMANbHOFO  CycTaBa.
OnuTenbHOCTL 3(h(heKTa y NauueHTOB C OCTE0APTPO30M KOJIEHHOTO CycTaBa Manoii Wau cpefHel
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CTeneHN TSHKECTM cOocTaBNsfeT A0 LWecTn MecsAueB. [NTeNbHOCTb aPpdeKkTa B Ta306epeHHOM, U
roNeHOCTONHOM CycTaBaX He YycTaHoBneHa. [eiictBue npenapata ®EPMATPOH® TMMJ1HOC
00yCnoBeHO ero 6MOCOBMECTMMOCTbIO 7 (hU3NKO-XMMUYECKNMU CBOMCTBaMM.
BbICOKOMONEKYNAPHbIV ruanypoHat Hatpusa B npenapate ®EPMATPOH® MJIKOC saBnseTcs
o6nononnmMepoM, COCTOALWMM K3 MNOBTOPAKOLWMXCA AucaxapufHbiX 3BeHbeB D-rnOKYypOHOBON
kncnotel u N-auetun-D-rnokosammHa. [1oka3aHO, 4TO 3TOT OuWONONUMEpP, CUHTE3UPYEMBbIN
bakTepuein Streptococcus equi, MAEHTUYEH TFUaNypoHATy HaTpus, COAepXKalleMycsi B OpraHusme
yenoBeka. [manypoHaH, cogepxauwuiics B npenapate PEPMATPOH® T[JIKOC, pononHset
eCTeCTBEHHbI TManypoHaH, cofepXXalinmiica B CMHOBManbHOMW 0060104YKe, KONMYECTBO KOTOPOro
CHU3WIOCb BCMEACTBME [ereHepaTMBHbIX W3MEHEHUN WA  TpaBMaTUYeCKUX MOBPEXAEHU
CVMHOBWaNbLHOro CycTaBa.

MpoTuBoOMNoKasaHmA

He BBognte ®EPMATPOH® TMMKOC npu BOCMANEHUU WAW HANNYUW NPU3HAKOB KOXHbIX
3aboneBaHMin B MecTe WHbekuun. He npumeHsalTe y  NauMeHTOB C  W3BECTHOM
rMnepyyBCTBUTE/NILHOCTLIO K rManypoHarty Hatpus.

MpegynpexaeHusa N NpesocTeperKeHns

3anpewjaeTca MCNo/sb30BaThb, €CNM CTepubHaa ynakoBka nospexpgeHa. Wnpuy PEPMATPOH®
MIKOC — 370 0AHOpa30BOe u3genue, npegHasHayeHHoe TOMbKO AN1A OA4HOro nauwneHTa. lMpu
ncnonszosaHn PEPMATPOH® MJIKOC y BTOpOro nauneHta Oyfet HapylleHa CTEPU/IbHOCTb U
BO3HUKHET PUCK peakuuMm Ha WHopoaHoe Teno unnm uHdekunmn. PEPMATPOH® MNIKOC He
NOANEXWUT NOBTOPHONM CTepUAn3aLnmn, Tak Kak 3T0 MOXKET HapyLWUTb ()YHKLNOHMPOBAHWE U3aeNus.
®EPMATPOH® TMNKOC pomKeH WCMNOMb30BaTbCA CO CTEPUSIBHOW UTIOW, KOTOpPYlO cregyeT
YyTUAN3NPOBaTbL NOC/e 04HOPaA30BOro NPUMEHEHUS.

3anpelaeTcd MCMNofb30BaTb MOC/ME MUCTEYEHWS CPOKa roAHOCTU. [ManypoHaT HaTpua MoayyeH
nyTem epmeHTauun 6akTepuii Streptococcus equi M TuW,aTeNbHO O4yuMLieH. Tem He MeHee, Bpau
[JO/MKEH YYMTbIBaTb MMMYHO/IOTMYECKOE BO3AENCTBME U MOTEHUMANbHbIA PUCK, CBA3AHHbIA C
NHBEKLMNOHHbIM BBEAEHMEM NI06bLIX GUONOrNYECKMNX BELLECTB.

He npegHasHayeH ana geTeil. besonacHocTb NpuMeHeHus npenapata PEPMATPOH® M/KOC Bo
BpeMs OGepemMeHHOCTM W JfakTauuMuM He YycTaHOB/eHa. HasHayeHMe npenapata BO Bpems
6epeMeHHOCTM W nakTauuu BbIMONHAETCA Ha YCMOTpeHue Xupypra-optonega. Ans 6e3onacHoro
MCNONb30BAHUSA W YTUAM3ALUM UCNONb30BaHHbIX WIN cobnofaiiTe 06LierocyapCTBEHHbIE U
MeCTHble npaBuia u HopMbl. B cniyyae TpaBMbl HEMe/leHHO 06paTUTECh K Bpayy.

Mo6oYHbIe peakunmn

Mpy BHYTpUCYCTaBHOM BBeAEHUW BO3MOXXHA BPEeMeHHas npoxojdwas 6onb U NpUNyxnocTb. B
pPefKUX Ccnyyasx MOryT BO3HMKHYTb BOCManuTeflbHas peakuus, CENnTUYECKUI apTpuT uam
apTpanrusa, KoTopble MOryT ObITb CBfi3aHbl WAWM He CBsi3aHbl C npenapatom ®EPMATPOH®
MNKOC.

HecoBMecTUMOCTb

CoBMecTMMOCTb OJHOBPEMEHHOro BHYTpUCYCTaBHOro BBedeHua npenapata PEPMATPOH®
MJIFOC ¢ gpyruMun BewecTsaMn He WUCNbITbiBanach. [M03TOMy CMellMBaHWe WA OLHOBPEMEHHOE
BBeLleHWe APYruX BHYTPUCYCTaBHbIX MpenapaToB He peKOMeHAYeTcs.

Ycnosus xpaHeHus

XpaHuTb npu TemnepaTtype oT 2 °C go 25 °C. He 3amopaxuBaTb. XPaHUTb B 3aliMLWEHHOM OT
cseta Mecte. [MpoAyKT CTepwu/ieH — TOMAbKO [ANA O4HOKPATHOrO MNpMMeHeHusa. 3anpeLiaeTcs
NCNoNb30BaTb NOC/E UCTEYEHNSA CPOKa rogHOCTK. MpPOoAYKT criefyeT TPAHCNOPTUPOBATh B TAKUX Xe
YCNOBUAX, KaK U YCNOBUA XPaHEHUS.

MapaHTUK
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MpoTe3 CUHOBMANLHOW >XMAKOCTW - MNPOAYKT OAHOPa30BOro MUcnosb3oBaHus. CpPOK TFOAHOCTM
npoTesa CMHOBMANbHON XWAKOCTU OrpaHuWyeH W cocTaBnseT 36 MecsiLeB C AaTbl U3rOTOBNEHWS.
[laTa UcTeuyeHUs CpPOKa FOAHOCTM yKasaHa Ha ynakoBke («Mcrnonb3oBaTb [40») U AeliCTBUTE/bHA
Mpu CO6MIOAEHUN YCNOBUIA TPAHCMOPTUPOBKM 1N XPaHEHMS.

3awmTa oKpyXxatouwien cpegbl U yTUan3aums

CogepXXmMmMoe Wwnpuua He SBASETCA TOKCUYHBIM UM OrHEoNnacHbIM. Hencnonb3oBaHHbIe WNPULLbI
MOryT ObITb YTU/IN3MPOBaHbI B KayecTBe ObITOBbIX OTX0A40B. CTeKNo crnegyeT YyTUAN3MPOBATb C
OCTOPOXXHOCTbKO. Hencnosnb30BaHHOE COLEPXUMOe LWnpuua L0 WX MOC/Me WCTEYEHUSA CpoKa
rOAHOCTM MOXET OblTb YTWAM3MPOBAHO B KayeCcTBe ObITOBbIX OTXOAOB (CNUTb C 60/bLIUM
KO/IMY4ECTBOM BOfbI).

MpeAoCcTOPOXHOCTU MPU YTUNU3ALUN UCMOMb30BAHHbIX LWNPULOB U U

cnonb3oBaHHbIE WNPULLI U UMbl AOMXKHBI YTUNM3NPOBATLCA KakK 3MWUAEMUONOTMYECKN OMNacHbIe
0TX0Abl (MHMULMPOBAHHbIE 1 MOTEHLMANLHO UHMMULIMPOBAHHbIE OTXO/[bl, TAKME KakK: MaTepuanbl 1
WHCTPYMEHTbI, NPeAMETbI, 3arps3HEHHbIE KPOBbLIO U/WAW APYTMU 6UONOTUYECKUMU XKULKOCTAMMK).
CnenyiiTe HalWOHANLHOMY WX NOKaNbHOMY 3aKOHOAATENbCTBY MO 6GE30MacHOMY MPUMEHEHUIO U

yTUAmn3auuum.
| CunmBOSbI, UCMONb3yeMble Ha YNaKOBKE:

LOT Koa naptum

IREF Howmep no Katasory
Vcnonb3oBaTb [0
He 1cnonb30BaTh NOBTOPHO

2s*C TemnepaTypHble npefensl (XpaHWTb MNpu TemnepaType oOT
rc 2°Cpo 25°C)

MpefoxpaHaTb OT BO3AENCTBUS COMIHEYHOTO CBETA
He 3amopakunBaTth
He 1Mcnonb30BaTh NpU NMOBPEXAEHHOI YNaKoBKe
STEHUNA CTepuinM30BaHo C NpYMEHeHMeM acenTUYecknx MeTo10B
TH eo  CTepuM30BaHO OKCWAOM 3TUEHA

Jata n3rotosneHus

MponssoguTens
B CM. VHCTPYKUUW MO NPUMEHEHMIO
J Epiona AG, Bahnhofstrasse 21, 6300 Zug, Switzerland
w LW (Wseiiyapus)
Y NO/IHOMOYEHHbIN npeacTaBuUTeNb nponsBoanTENA: O6uecTso c OrpaHMYeHHOMN

oTBeTCTBEHHOCTEIO «MKHT Umnopt» (OO0 «MKHT NmMnopT»)
Agppec: yn. OpaxoHnkupase, a. 12, ctp. 2, Mocksa, 119071, Poccus. Ten.: +7 495 786-39-63

CrpaHa nponcxoxaeHus: Typuns
[Jata 09/2022
PAC002-58
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Mpotes cuHoBHaAbLHOI knakocTH PEPMATPOH® (Fermathron®)

HHCTpyKUHA M0 NPHMEHEHHIO

GOEPMATPOH® C, conepxxammii 2,3 % pacTBop ruanypoHaTa HaTpHs
['manypoHaT HaTpHs ¢ nonepeyHoi MoeKyIapHO# cBA3bIo 69 Mr/3,0 Mn

Ha3znavenue

Jlns KynupoBaHHA GOJNIEBOro CHHAPOMAa M TYTONOABH)XXHOCTH B KOJICHHOM HJM Ta300eApeHHOM
CYCTaBe NpH AereHepaTHBHBIX H TPABMATHUYECKUX H3MEHEHHAX CHHOBHAJIBHOIO CyCTaBa.
JntenbHOCTh ¢deKTa y MalMeHTOB C JIETKMM HJIH YMEPEHHBIM OCTEOapTPUTOM KOJEHHOrO H
Ta306€JpeHHOr0 CYCTaBOB COCTaBNseT A0 Iuectd Mecsaues. [eiicteue PEPMATPOH® C
00ycnoBIeHO GHOCOBMECTHMOCTBIO H (U3HKO-XMMHYECKMMH CBOWCTBaMH. ['HanypoHaT HaTpus,
Bxowiumii B coctrae ®EPMATPOH® C, npeacrasnser coboil OHomonuMep, COCTOALMA U3
MOBTOPAIOIIMXCA  JAHCAXapHAHBIX OCTAaTKOB D-rimokypoHoBo#t kucinotel M N-auetuin-D-
r1I0KO3aMHHa OMOCHHTE3HpYEeMBIX WTaMMOM OakTepuii Streptococcus equi, M IKBHBAJIEHTHBIN
€CTECTBEHHOMY 4€JIOBEYECKOMY THalypoHaTy HaTpusa. [HManypoHaH BOCMOJHAET rHalypoHaH
CHMHOBHH, TIOBPEXIEHHbIH OEreHepaTHBHBIMH MM TPaBMAaTHYECKUMH  HW3MCHEHHSIMH B

‘ CHHOBHAJILHOM CYCTaBe.

Onucanne

®EPMATPOH® C npencraBnsier co6oil CTEpHIbHBIA BS3KHil Telb MEPEKPECTHO-CLIKTOrO
ruanyposata Hatpus B ¢ocatHom Gydepe. ®EPMATPOH® C BBOAMTCS B CHHOBHANbHOE
NPOCTPAHCTBO MENUIIMHCKHM DPabOTHHKOM, 00/1afialoIiiM OMBbITOM BBINOJHEHHS HHBEKUHH NpH
TMOMOIIHK FOTOBOrO K NPHMEHEHHIO NPEIBAPHTENBHO 3aMOIHEHHOTO CTEPHIIBHOTO IUNPHIIA M HIJIB,
COOTBETCTBYIOUIEH TeXHHKe BBeaeHus. 3,0 mn npenapata ®EPMATPOH® C nocne ¢unnuHoi
CTEpUJIM3ALIMH NTApOM HaXOAWTCS B FOTOBOM K NPUMEHEHHIO OJAHOPAa30BOM CTEKJIAHHOM LUNPHLIE.
HInpun ynakoBaH B Onucrep M KapTOHHYIO KOpoOky. IloBepXHOCTb MNpeABapHTENBHO
3aMOJIHEHHOrO IWIpPHLIA CTEPHIH30BaHA OKCHAOM 3THJICHA.

OnucaHue u cocTaB

ImanypoHaT HaTpus SABJIAETCS IMHHOLENOYEYHBIM nonucaxapuaoM. OH  COCTOMT W3
NOBTOPSAIOMINXCA QUCaXapHAHBIX 3BeHbeB D-rinokypoHoBoii kucioThl H N-auetna-D-rimoko3amina
U ABJIAETCA ECTECTBEHHBIM KOMIIOHEHTOM OpraHM3Ma uejioBeka. I ManypoHaT HaTpHs pacTBOPEH B
(hH3MOIOTHYECKOM pacTBOpE 0 KOHUEHTpauuH 23 Mr/mi (2,3%).

CocTaB MEAHIIMHCKOT0 H3eJHsA, MI/MJI:

Hatpus ruanyponar, mr/msn 20,0 — 25,0
Xnopua HaTpus, MI/Mi 7.8-9,0
dDocdarsl, Mr/mn 0,15 -0,25
0Ja U1 HHBEKLHH OCTATOYHOE KOJHYECTBO

Jo3npoBka U BBe/leHHe Npenaparta

BuyTpucycraBhyio uHbekunio ®EPMATPOH® C MOXET BLINOMHATL TOJBKO MEIMUMHCKHMi
paOOTHHK, mMpolleAUHi cheuHanbHoe oO0y4yeHHe TNpoLeAype BHYTPHCYCTaBHBIX HHBEKIHH.
®EPMATPOH® C Brinyckaercs B popMme ofHOM 103bl MpenapaTa, NpeaHa3sHaueHHOH TONLKO s
OJHOKpaTHOTO BBeAEHHA B Kypce jeueHHus. CxeMa BBeACHHS Mpenapara - OHOpa3oBas HHBLEKLHA
3,0 mn1 ®EPMATPOH® C, conepxaiMxcs B OJHOM ILINpPHIIE, B MOPaXEHHOE CHHOBHATIBHOE
npocTpaHcTBO. [lepen BHIMONHEHHEM HHBEKIHH HEOOXOOHUMO MPOTEPETh KOXY B MECTE yKoja
AHTHCENTHYECKHUM CPEJCTBOM H JaTh BBICOXHYTh. B cllyyae HalM4yHs CyCTaBHOrO BBINOTAa W3 HEro
HEOGXOMMO YNATHTD XKHAKOCTh 10 HHbekuun DEPMATPOH® C. Beeaute ®EPMATPOH® C
TOJIBKO B CYCTaBHYIO noiyocTb. [Ipn uHbeKkuMH B Tazo0eapeHHbI cyctaB obecrneybTe TOYHOCTh
pa3MelleHHs: W BBEACHHS HIJIbI MpH NOMOIUM (JIyOPOCKONMYECKOr0 HIH YJIbTPa3ByKOBOTO
KOHTpOJs HanpasneHus. [Ipu BBeaeHUHM Hrabl, 0coGEHHO AN OCYLIECTBIEHHA HMHBEKUHA B
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Ta306eApeHHbIi CyCcTaB, PeKOMEeHAyeTCs MNPUMEHeHWe MeCTHOWN aHecTesmun. [epef MHbEKUMEN
npenapata ®EPMATPOH® C cneayeT yaanuTb BHYTPUCYCTaBHOW BbINOT. [ANA yaaneHus
BHYTPUCYCTaBHOMO BbIMOTa U BHYTPUCYCTaBHON MHbEKUUN npenapata PEPMATPOH® C cneayet
ncnonb3oBaTb Of4HY W Ty ke uray. CogepXxumoe Lwwnpuua CTEPUNbLHO U AO/MKHO BBOAWUTLCHA C
NMOMOLLbIO CTEPUBLHOW UrNbl noaxoaswero pasmepa (ot 18 go 21G). Wnpuy nmeeT pasbem Luer
Lok~ (6 %) ana HafeXXHOoro NpPUCcoefMHEHUa Urabl K wnpuuy. Mocne ncnonb3oBaHUs WNpuL u
nrna SO/MKHbI YTUAN3NPOBATLCA.

MpoTmnBONOKa3aHuA

3anpeutaetca Beoagute PEPMATPOH® C ecnn 061acTb MHBLEKUUM MHPULMPOBAHA UM TaM eCTb
NpU3HaKMu  KOXHOro  3abonesaHus. He  MpuMMeHATb Yy  MauMeHTOB C  W3BECTHOMN
rMNep4YyBCTBUTENLHOCTLIO K TMa/lypoHaTy HaTpus.

MpegynpexaeHnsa v Mepbl NMPesoCcTOPOXHOCTHU

3anpewaeTcd MCNOMAbL30BaThb, e€CNM CTepu/bHas YMNakoBKa MoBpexiaeHa. He npumeHATbL nocne
NCTeYyeHUs CcpokKa TrOoAHOCTW. [manypoHaT HaTpus MNpPOU3BOAMTCA MyTeM  (hepMeHTauun
Streptococcus equi ¥ nofBepraetca TwatenbHOW 04YMCTKe. OfHAKO MeAMUUHCKUM paboTHUKam
cneflyeT yumTbiBaTb MUMMYHONOTUYECKME U WHble MOTEHLManbHble PUCKW, KOTOPble MOryT 6ObITb
CBA3aHbl C MHBLEKUMAMKU NO6bLIX BUONOrMYecKMx MmatepuanoB. He mcnonb3oBatbh y fgeTei. Kak u
nocne n60N WHBA3WBHON nNpouefypbl Ha CyCTaBe, pPeKOMeHAyeTcs u3beratb WMHTEHCMBHbIX
(hM3nYecKMX Harpysok (Hanpumep, Npyu Urpe B TeHHUC, 6ere TPyCLON UK AANTENbHbBIX Nepexonax)
Ha MPOTSXKEHUW MepBbIX ABYX AHEN nocne MHbekumn. CeefleHUS O 6e30MacHOCTM MPUMEHEeHUS
PEPMATPOH® C y 6epeMeHHbIX U KOPMALWUX XEeHWNH OTCYTCTBYIOT. BBefeHne npenapara BO
BpeMs O6epeMeHHOCTW W KOPMJIEHWS TPYAbI0 MNPOU3BOAMTCA MO YCMOTPEHUK MeLULUHCKOro
paboTHMKA. BbIMONHAWTE HauWOHa/IbHble W MECTHble WMHCTPYKLMK KacaTeslbHO 6€e30MacHoro
NCNOMb30BaHMA W yTunmsaumm wurn. B cnyyae TpaBMbl HemenseHHO o06paTuUTecb K Bpauy.
OEPMATPOH® C gaBnsetca o4HOPasoBbiM MU3feNnem 1 npegHasHavyeH AN nNpuMeHeHUs TOMbKO Y
ofiHOro naumeHta. B cnyyae npumeHeHna ®EPMATPOH® C y BTOpOro nauneHTta CTepUIbHOCTb
OyAeT HapyLleHa N BO3SHUKHET PUCK peakLuuy Ha MHOPOAHOE Teno unn nHpekumm. PEPMATPOH®
C He MOANeXWUT NOBTOPHOW cTepuaunsaumm, Tak Kak ero 3eKTUBHOCTb MPU 3TOM MOXET ObiTb
HapyweHa. PEPMATPOH® C cnegyeT ncnonb3oBaTb CO CTEPUNLHOW WINONA, KOTOPYK cneayet
YTUNN3NPOBaTb Moc/e OAHOKPaTHOro NpUMeHeHUs. Ona KaXaoro nojnexkallero ne4eHUo cycTasa
[O/MKEH NCNONb30BaTbCA OTAE/NbHbIV Wnpuy ¢ PEPMATPOH® C. PEPMATPOH® C He
NnoaNeXxutT BHYTPUCOCYAUCTOMY WAW BHECYCTaBHOMY BBe[eHWI0, a TakKXe BBEJeHWI0 B
CUHOBMWa/bHbIE TKaHW WA 060/10YKN. YBENNYEHNE JAB/IEHUA NPU BBEAEHUN MOXEeT yKasblBaTb Ha
HernpasW/ibHOe BHECYCTaBHOE MOJI0XEeHMe UMbl UAW Ha NepenosiHeHue cycTaBsa.

Mo6o4uHbIe peakKuun

Mpy BHYTPUCYCTaBHbIX MHBEKLMAX MOTYT BO3HMKATb Npexoaalias 6onb 1 oTek. B pegkux cnyvasx
MOTYT BO3HWKHYTb BOCManuTeflbHas peakuus, CENTUYECKUIA apTpuT WU apTpanrus, KOTopble
MOryT 6bITb CBA3aHbl UKW He CBA3aHbl ¢ npenapatom ®EPMATPOH® C.

HecoBmMecTUMOCTb

[aHHble no cosmectumoctn ®EPMATPOH® C u gpyrux npenapatos A/ BHYTPUCYCTaBHOIO
MCMOMb30BaHUA OTCYTCTBYIOT. [103TOMYy KOMOWMHMPOBAHHOE BHYTPUCYCTaBHOE WCMO/b30BaHNE
®EPMATPOH® C c gpyrumn npenapatamyi He peKOMeHAYeTCs.

YcnoBusa xpaHeHNsA

XpaHutb npu Temnepatype ot 2 °C pgo 25 °C. He samopaxwusartb. [lpefoxpaHAaTb OT CBeTa.
CTepunbHbIA MPOAYKT - TONIBKO ANA OLHOPa30BOro MCMonb30BaHMA. He ucnonb3oBaTb nocrne
NcTevyeHnUs cpoka rogHocTtu. lMpoayKT cnefgyet TPaHCMOPTMPOBATb B TaKUX XKe YCNOBUAX, KaK U
YCNOBUA XpaHEHUA.

TapaHTuun
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MpoTe3 CUHOBMANBHON >XWAKOCTU - NPOAYKT OA4HOPA30BOro WCMO/Mb30BaHMS. CpPOK TOAHOCTY
npoTesa CMHOBMANIbHOM XWAKOCTW OrpaHuyeH n coctaBnsieT 30 MecsUEeB C AaTbl U3rOTOB/IEHUS.
[lata ucteyeHns cpoka rogHOCTM yKasaHa Ha ynakoBke («l/crnonb3oBaTb [0») U AeiACTBUTENbHA
npv co6M0AEHNIN YCNOBUIA TPAHCMOPTUPOBKM U XPaHEHNS.

3alnTa oOKpyxXawlLlen cpesbl U yTUAn3aLna

CofepXunmoe Wwnpuua He ABNAETCA TOKCUUYHBIM WU OrHeonacHbIM. Hencnosib30BaHHbIE LNPULLbI
MOTYT 6bITb YTUN3NPOBAHbI B KayeCcTBe ObITOBbIX OTX0A40B. CTeKkno crefyeT YyTUIM3NPOBATbL C
OCTOPOXHOCTbIO. Heucnosb3oBaHHOE COLEPXKMMOe LWnpuua A0 WAM MOoC/e WUCTeYeHUs Cpoka
rof4HOCTM MOXeT ObiTb YTUIU3MPOBAHO B KayeCTBe ObITOBbIX OTXO4OB (CAUTb C 6OMbLINM
KOJINYECTBOM BOfpblI).

MpeaocTOPOXHOCTU MPY YTUNN3ALUN UCMONb30BAHHbIX LUMPULOB U U

cnonb3oBaHHbIE LWINPULLBI U UMbl LOMXKHbLI YTUAM3MPOBATLCSA KaK aNUAeMnONOrMyeckn onacHble
0TXofbl (MHDNLUMPOBAHHbIE N NMOTEHLMANbHO MHPULMPOBAHHbIE OTXO0/bl, TaKMe Kak MaTepuanbl U
WHCTPYMEHTbI, NPEAMETbI, 3arPS3HEHHbIE KPOBbLIO U/WAK APYTUMU GMONOTUYECKUMU XKUAKOCTSMM).
CnepyiiTe HauMoHanbHOMY WM NOKaNbHOMY 3aKOHOAATENbCTBY MO 6€30MacHOMY MPUMEHEHUIO W
yTUAN3aLNN.

CunmBO/bI, NCMO/Ib3yeMble Ha YNMaKOBKe:
LOT Koa naptum

REF Howmep no karanory

Mcnone3osartb o

He ncnonb3oBaTb NOBTOPHO

TemnepaTypHble npegensl (XpaHWTb MNpu TemnepaTtype OT
2°C po 25X)

MpefoxpaHaTb OT BO3AENCTBUS COMIHEYHOrO cBETa
He 3amopaxuBaTb
He ncnonb3oBaTtb Npy NOBPEXAEHHON YNakoBKe
STERILE Ctepunn3osaHo napom
8TERLBEO  CTepw/in30BaHO OKCMAOM 3TU/eHa
JaTta n3rotoeneHus

IJ MpoussoanTenb
CM. MHCTPYKLMM MO NPUMEHEHNIO

Epiona AG, Bahnhofstrasse 21, 6300 Zug, Switzerland
w L (Wseiiapus)

Y NONHOMOYEHHbI npeacTaBuTenb npoun3BoAuTens: O6LwecTBO c OrpaHMYeHHOM
oTBeTCcTBEHHOCTbIO «MKHT MmnopTt» (OO0 «MKHT NMnopT»)
Appec: yn. OpmaxoHukugse, 4. 12, ctp. 2, Mocksa, 119071, Poccua. Ten.: +7 495 786-39-63

CrtpaHa npoucxoxaeHusi: Typuus
[Jata 09/2022
PAC002-60
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Poccriickan ®eaepanus
Fopox Mockna
ABaanaTs BOCHEMOro (GeBpajs ABe THICKYH ABAALATL TETBEPTOro roaa
A, IOpakosa Jluana IlleBkeToBHA, BPEMEHHO HCHOMHAIOMIAA OGA3AHHOCTH HOTApPHYCa
ropofa Mockenl Kopcuk Mapuu AnekcaHAPOBHE, CBHAETENBCTBYIO NMOMIHHHOCTL MOANMCH
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