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1. DEVICE INFORMATION
Name:

Single-dose inhaler for delivery oi powdered medicines in variations (hereinafler referred to
as the inhaler, device, product).
Single-dose inhaler for delivery of powdered medicines in variations:

1. Single-dose inhaler for the deliver}- of powder medicines DL-DOI comprised of:
- protective cap -1 pc.

- mouthpiece - 1pc.

- capsule camera - 1 pc.
- puncture button - 2 pcs.
- needle - 2 pcs.

- spring - 2 pcs.

- direction for use -1 pc.

2. Single-dose inhaler for the delivery of powder medicines DL-DOI A, comprised of:
- protective cap - 1pc.

- mouthpiece -1 pc.

- capsule camera -1 pc.
- puncture button - 2 pcs.
- needle - 4 pcs.

- spring - 2 pcs.

- direction for use - 1 pc.

Manufacturer:

Taian Dalu Medical Instrument Co.. Ltd.

West Part of Yitianmen Street, Hi-tech Zone, laian, 271000, Shandong, China
Phone: +86 538 8931968:

E-mail: sales@charamedical.com

Website: http://ww'w.charamedicalL.com

Manufacturing site:

West Part of Yitianmen Street, Hi-tech Zone, Taian. 271000, Shandong. China**
Authorized representative of the manufacturer in the Russian Federation:
PSK Pharma Limited Liability Company (PSK PHARMA Ltd.),

5 Programmistov Str.. bid. 1. 141983, Dubna, Dubna Urban District. Moscow Region
Phone: 8 (499)400 16 99, 8 (800)234 16 99

E-mail: r4@rusbiopharm.ru

Class depending on the potential risk of use of medical application in accordance with the
Nomenclature Classifier of Medical Devices approved by Order No. 4n ot the Ministiy of
Healthcare of the Russian Federation dated June 6,2012 — 2a.

Type of contact with the human body:
See Table 2  Materials, type of contact with the human body.

Conditions of use: The device is intended for use at such medical “* f n
polyclinics, and doctors' consulting rooms, in conventional accommodation taulit.es. and
outdoors.
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2. INTENDED USE
Single-dose inhaler Tor deliver>' ol powdered medicines in variations is a portable device
intended for the administration ot powder medicines into the bronchi through the respirator>’
tract, for multiple use by one patient.

2.1. Information on potential consumers of the medical device

Patients with a wide range of respiratory diseases (adults, children, infants), using an inhaler
as a means to deliver powder medicines to the bronchi through the respiratory tract, or healthcare
professionals performing inhalation procedures in patients.

2.2 Scope
Anaesthetic and respiratory medical devices.

2.3 Precautions

1 he device should only be used dry.

Do not insert capsules into the mouthpiece hole.

Do not use excessive force when opening and closing the device to avoid its breakdown.
Do not use the device if damaged.

Do not push the buttons and do not open the air intake holes when inhaling.

Do not exhale via the mouthpiece.

Do not push the buttons more than once per capsule.

The device in intended for single-patient use. Do not allow other people to use the device.

2.4 Side effects

There is a possibility of occurrence of adverse events described in the instructions for medical
use of medicines to be used in this device.

To reduce the risk of adverse events during the device use, it is required to adhere strictly to:

- instruction for use of medicines prescribed or recommended by physicians and permitted for
use with this inhaler.

- instruction for use of this device.

2.5 Contraindications

Do not use the inhaler with medicines for the indications and in the dosages that differ from
the indications and dosages described in the instruction for medical use of such medicines or
from the indications and dosages prescribed by the attending ph\ sician.

The inhaler should not be used by patients with severe asthma and breathing difficulties.

2.6 Specific features of the device

Single-dose inhaler for delivery of powdered medicines in variations is a portable device that
the patient can carry in their pocket or bag for convenience. This device is intended for multiple
use by one patient.

I'’he inhaler is used with a wide range of various medicines. The spectrum is based on either
fragmented or spray-dried powders filled into solid gelatin capsules or hydroxypropyl
methicelluiose (HPMC) capsules.

Capsule-based delivery' system is a well-established and convenient method for the deliNery
of medicines into the lungs. Patient's compliance with the dosage regimen is satisfactory since
the dose is prc-filled into capsules that are stored in an air-tight package. IhTs medicine
administration form is an alternative to aerosol inhalation.

Capsule inhaler use is a simple procedure during which the patients respiratory et ort
provides energy for capsule emptying. It eliminates the need to coordinate inhalation wit | e
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dosage delivered and also helps the patient adhere to the dosage regimen.
If necessary, the device can be disassembled lor disposal with no medicine residues subject to
proper cleaning. Therefore, it can be considered an environmenlally-friendly delivery system.

The device contains no radiation sources. The device is not a source of electromagnetic
interference.

Principle of operation

The principle of operation of the device consists in the use of the air How exhaled by the
patient as a source of energy for the dosage system emptying and deliver)' ot minor medicine
particles into the respiratory tract.

The general view of the inhaler is shown in Figure 1

Figure 1— General \ iew of the inhaler

Description of operation principles

The functioning of the medical device is intuitive for the consumer since its operation
principles are similar to the functions of existing devices: remove the proiecti\e cap, open the
mouthpiece to access the capsule compartment, insert the capsule into the capsule compartment,
close the mouthpiece, press the push buttons to puncture the capsule, and inhale. 1he device does
not need calibration.

The user's inhale raises the capsule from the capsule compartment and makes*it rotate at a
high speed around its main axis, thus promoting the powder disaggregation.

The powder comes out of the capsule via two holes made b> the puncture system and is
inhaled by the patient via the mouthpiece.
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The lower part ot the mouthpiece includes a mesh that prevents the capsule from entering the
mouthpiece channel.
The product has very good basic performance in terms of total delivered dose and fine particle
fraction.
The dose constancy that is common to most single-dose devices is further enhanced by the
improved puncture system inherent to this inhaler.

i=attr

ttt
ttt

Figure 2 — Description of the principle ot inhaler operation
There are no limitations to the combined use of the medical devices.

Troubleshooting
Possible signs of failure, their causes and ways of elimination are given in Table 1

mfable 1

Failure Signs Elimination measures |

. Clean the needle surface using a dry *
Needle _surface g ericiem capsule puncture. gady
damaee/contamination doth. I

Rinse the mouthpiece with v>ami
water (it must be compielcK dry |
before using the inhaler again). lhe |
capsule compartment can be cleaned
with a small brush.

Clogging of the mesh inthe g tficient flow of tine particles
lower part of the mouthpiece up the mouthpiece

with fine particles

2.7 Device structure description of model designations
Variations DL-DOI and DL-DOI A have the same functional characteristics and vary only in

technical characteristics, namely dimensions and shape.

DL-DOI inhaler variation is typical.

DL-Dcc
r Serial number code (01.02.....)
Inhaler code
Manufacturer code
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Y  The inhaler “consists ot a protective cap, mouthpiece, puncture buttons, and capsule
[ compartment, as shown below;

Protecth-ecap--------- _ Mouthpiece

Puncture buttons | | ' ' Capsuk couipaitmeffl

Figure 3— Inhaler components

The service life of the inhaler is 36 months (3 years) from the manufacturing date specified on

the device package.

CAUTION!
The medical device does not include any medicines. The inhaler is intended for the

administration of medicines registered in the Russian Federation in accordance with the
established procedure in the prescribed dosage.

2.8 Information on the circumstances requiring consultation of the consumer with a

health care professional
If you experience pain, discomfort, or other unpleasant sensations while using the device, stop

using it and contact your consulting physician.

3. TEXHNICAL SPECIFICATION

3.1 Materials used in the manufacture of the device
Materials used in the inhaler components and type of their contact with the body are specified

in Table 2.
Table 2
Image of an option Quantity Component  Material of construction, Manufacturer  Type of contact
component of parts name grade of the material with the human
DL-DOI DL-DOI N per of construction body
assembly
ipc. Protective cap ~ Acrylonitrile  butadiene /.hinjiang Surface contact
styrene  (AUS), PJ1-757 cniMi:! with the biky
(+) (granules) chi;mk'ai.
/ CO. 111
1pc. Mouthpiece  Acrylonitrile  butadiene /ULNNANO Cooniacl with the
styrene  (AliS). P/1-757 CLUVKL mucous
(+) (granules) CHLMICAL membrane
CO, LID

*
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2 pecs.

mum
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lpc
1pc
2 pcs.
4 pcs
2 pcs.

3.2 Basic parameters

Taian Dalu Medical

HoUom cover of

ihc device

C'apsulc
compartment

cavity

Punciua* button

Brightblue dye

Needle

Spring

i“olyethylene
pouch (for single
package ofthe

inhaler)

Shipper box

Acrylonitrile butadiene

styrene (ABS), PA-757

(+) (granule.s)

Acrylonitrile butadiene

styrene (ABS) PA-757

(+) (granules)

Acrylonitrile butadiene

styrene (ABS) I>A-757
(+) (granules)

Panion $294502. food
grade dye under
20n/65/K U

M edical grade steel. SUS
304

M edical grade steel. SUS
304

Non-oriented
polypropylene film and
polymer film G B/l
16886.5

Corrugated cardboard

Instrument Co., Ltd.

MK NJIAN G
CHIMPI

CHEMICAL

CO .LTD
l.ili-;N jIAN G
CIlIIMHI

CHEMICAL
CO..LID
/IHHNJIANG
clim LI
CHEMICAL
CO.. LTD
Jingliang
Technology

(Su/hou) Co..
Ltd
Y inglan X infa

Hardware
fechnology Co-

Ltd

Y ingtan X infa
Hardware
Technology Co.,

L td

X iongxian

Jinglian plastic
packaging Co..
Ltd

Taian Y iyc
indusiiy and

Trade C'o.. Lid

Surface eonlacl

w ith the body

Surface eonlacl

with the blkly

Surface contact

with the body

The dimensions of Single-dose inhaler for delivery of powdered medicines DL-DOI arc
specified in Table 3.

Table 3

Comsonent Loo»»6|ty)

Protective cap
Inhaler housing

Lessth (mm) Diameter (mm) Width fmm)

43.4 £0.2
Upper part

30.68 +0.2 -

Weight (g)
145+ 1

height
32.9+0.2
Lower part
height
204+0.2
10.2+0.2
116+0.1

30.7 0.2

12 : -

Needle
5.8 - 9

SprinR
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The dimensions of Single-dose inhaler for deliver> of powdered medicines DI.-DOI A are
specified in Table 4.

Table 4
Component  Length (mm) Diameter Width (mm)  Loops (qty)  Weight (g)
(mm)
Protective cap 55.5+0.2 32.940.~2
Inhaler Upper part height 17.69 £0.2
housing 305+0.2
Lower part height 30.43 +0.2 187
175+0.2
Needle 10.0+0.2 12 :
Spring 11.6%0.1 58 : 7
The package dimensions are specified in Table 5.
mfable 5
L««tdu cm'- ¢ 1Height
Polyethylene pouch 125 : 5.7
Shipper box 405 R i34

4. SCOPE OF SUPPLY
Supplied components include:
Single-dose inhaler for deliver)* of powdered medicines in variations:

1 Single-dose inhaler fordeliver>' ofpowdered medicines DI,-D01 comprised of:
- protective cap - -1 pc.

- mouthpiece — 1 pc.

- capsule compartment — 1 pc.

- puncture button — 2 pcs.

- needle — 2 pcs.

- spring — 2 pcs.

- direction for use - 1pc.

2. Single-dose inhaler for deliver}* ofpowdered medicines DI.-DOI J1 comprised of
- protective cap ~ 1pc.

- mouthpiece — 1pc.

- capsule compartment — 1 pc.

- puncture button — 2 pcs.

- needle — 4 pcs.

- spring — 2 pcs.

- direction for use — 1pc.

5. PACKAGING

The inhaler is packed in an individual plastic pouch for medical purposes and then in a
multiple package in the quantity of 500 pcs.

CAUTION!

The product is supplied only packed in bulk, in a multiple package, by 500 pcs. (cardboard
box).
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6. STERILITY
The device is not sterile. Not subject to sterilization prior to use.

7. MAINTENANCE

rhe inhaler should be cleaned every week.

Cleaning methods: Rinse the rnouthpicce with warm water. Before using the inhaler again, it
must be completely diy. The capsule compartment can be cleaned with a small brush. Press the
buttons several times so that the perforation needles could also be cleaned. Do not use water to
clean the inhaler base and/or perforation needles. Allow the inhaler to air dry.

I'he device cannot be repaired.

8. LABELING
The label for the multiple (shipping) package {cardboard box) contains the following
information;
name of the medical device:
name, address, phone, e-mail ofthe manufacturer's authorized representative;
manufacturer's name, logo, address;
registration certificate number;
part number;
information on the medical device color;
batch number;
date of medical device manufacturing;
use by dale;
quantity of devices per package;
net and gross weight;
Symbols: "CI'T, "*"ManufacturcT', “Date of manufacture”. “Use by..."

Variation labeling

A Single-dose inhaler for™ delivery of
powdered medicines DL-DOI

Dalu Modlcoi

WNHranatop OOAMOA030BbIM 4N AOCTaBKM NOPOLLKOBbIX
nekapcTBeHHbIX cpegets DL-001

Apturys’

MKceK apyTTo.
Howp QpuHa

000 dICN* «>»ee.
XcM*.1<19a”"M0enoKKMOo&|..r.0.lyBH*.> [»6me ye.MpBlre*1»*Toe.n Xop. 1

«gittrilan#rvctiiophk«iTuu

CcE
Mn.'aTTop (H)Hoa(Mwsbli Single-dose inhaler for
4.1a pocTasku delivery  of  powdered
NMOPOLLIKOBbIX medicines DL-DOI
NeKapCTBEHHbIX CPeACcTB
DL-DOI
ApTukyn: Par! number:

)0
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LigeT: Color:

Homep cepuu: Batch No.:

KonuuecTBo: Quantity:

\tacca HeTTO: Net weight:

Macca 6pyTTO: Gross weight:
YNO/HOMOYEHHbIN AuthorizeJ representative
npeacTasnTens B PO: in the Russian Federation:
000 «MCK ®APLW», pSK PHARMA Ltd, 5
Poccus, N1983, Programmistov Sir., hid. 1

Mockosckasi  06n1.,, . 0. 141983 Dubna. Duhna
Oybna, < [y6Ha, y4. Urban District. Moscow
MporpammucToB, 4. 5 Region
cTp. L
Ten: 8(499} 400 16 99 tel.: 8(499) 400 16 99
dakc: 8(914) 91166 U fax: 8(914)9116611
PY X9 0T Registration certificate No.

dd

Variation labeling

Baimie Single-dose inhaler for deliver}' of
mﬁ powdered medicines DL-DOIA *
ot

WHranatop OAHOAO30BbLIN ANs AOCTaBKN MOPOLIKOBbIX
nekapcTBeHHbIX cpefcts DL-O01A

Wkca spyTro:
MB1*1* eae*»:

2

00O0cl KHeaoma*,
Ppcm. LUM3.Moumonas6a.r B [ly6Ha, t [y6Ha, y* MpodhmmmcToa. 4 K.ch 1

% »
CE

rafkVaOonpfuibopharm rm

WuranaTop oaHogonosbiH Single-dose inhalerfor delivery'

I ans pocTaskum of powdered medicines DL-
MOPOLLIKOBbIX DOIA
NeKapCTBEHHbIX CPeAcTB
DL-DO1A
APTUKYN: Part number:
LlBETZ Color:
Homep cepum: Batch No.:
KonnyecTBO: Quantity":
Macca HeTTO: Net weight:
Macca 6pyTTO0: Gross weight:
Yna:LLoMOUeHHbI(4 Authorized representative in
npeacTaenTe.lb B PO: the Russian Federation:
(0O BMeK ®APMA», PSK  PHARMA  Ltd. 5
Poccusi. 141983. Programmistov Str., bid. 1
MockoBckast 064, r. o. 141983 Duhna. Dubna lkban
Oy6Ha, T. >7 District. Moscow Region
MporpammucTos, 4. 3.
cTp. 1

Ten: Hf499) 400 16 99 tel : 8(499) 400 16 99
dhakc: 8(914) 9116611  filx: 8(914) 91166 11
PY oT Registration certificate No. dd.
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8.1 Interpretation of tabelinu symbolH

| abeling symbols comply with GOST R ISO 15223-1. The interpretation of the symbols is
given in Table 6.
Tabic 6

Symbol Description

Manufacturer's logo

Manufacturer

CE mark

Date of manufacture

Use by date
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COMPLIANCE WITH STANDARDS

~ 0. 'Document No. Document Title
;2017/745'tU Medical device regulation

o MEDDEV 2.12/1. rev. 8 Supervisoiy control teport _forr_n for the field saf(_aty correctlve action
report. Manufacturer’s fomi. Field safety corrective action report

B IMHDDEV. 271 rev. 4  Clinical evaluation; a guide for manufacturers and notified bodies

4 ENiso 14971:2019 Medical devices. Application of risk management to medical devices

. ) Medical devices. Symbols to be used with medical device labels,

15 EN1SO 15223-1:2021 labelling, and information to be supplied . Part 1Genera! requirements

i6  EN 180 20417:2021 Medical devices. Infomiation provided bv medical device manufacturers

7 ENISO 10993-1-2020 Blo_loglca_l gvalue}tlon of medical devices ~ Part 1, ENaJuation and

testing within a risk management process

Biological evaluation of medical devices — Part 5: Tests for in vitro

CNiotoxicitv

Biological evaluation of medical devices. Part 10. Tests for irritation and

skin sensitization

Biological evaluation of medical devices— Part 12: Sample preparation

and reference materials

) ) Cicneral requirements for the competence ot testing and calibration
U ;ISO/IEC 17025:2017 laboratories

1 1eN62366-1:2015/AM1) Medical devices — Part 1 .Application of usability engineering to
I 11:2020 Imedical devices/ Amendment 1

8 ;EN ISO 10993-5:2009

9 iEN ISO 10993-10:2021

40 ‘ EN 18010993-12:2021

10. OPERATION CONDITIONS
The device shall be operated at temperatures from +5°C to +35°C and relative humidity up to
70 %. It can be used in proximity with other medical devices.

11. TRANSPORTATION AND SrORA(E

11.1 inhalers in the manufacturer’s multiple package are transported by all types'~f covered
vehicles in accordance with the shipping rules applicable to each type of transport, at
temperatures from to 135°C. relative humidity of up to 70 %.

11.2 The device shall be stored at temperatures from +5°C to +35°C and relative humidity of
up to 70 %. Excessive heat must be avoided, and the device should be protected from direct
sunlight and moisture.

The claimed shelf life is 3 years from the date of manufacture.

12. INFORMATION ON DISPOSAL

According to SanPiN 2.1.3684-21. Sanitary and epidemiological requirements for the
maintenance of the territories of urban and rural settlements, for water bodies, drinking water
and drinking water supply to the population, atmospheric air, soils, residential premises,
operation of industrial, public premises, organization and implementation of sanitary and anti-
epidemic (preventive) measures, in tenns of waste hazard class depending on the degree of its
epidemiological, toxicological and radiation hazard, as well as the negative impact on the
environment, the medical device Single-dose inhaler for deliveiy of powdered medicTnes in
variations belongs to Class A (municipal solid waste).
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13. SERMCE LIFE
36 months from the date of manufacture.

14. \WVARR.ANTV LIABILITIES

Manufacturer:

Taian Dalu Medical Instrument C'o., Ltd.

West Part of Mitianmen Street. Hi-tech Zone. Taian. 271000. Shandong, China

Phone:+86 538 8931068:

E-mail; sales(f/}charaniedical.com

Website; htlp://\vivw.charamedical.com

The manufacturer guarantees the compliance of this medical device with all the parameters
and properties specilicd in this document, provided that the consumer observes the conditions ol
operation, transportation and storage throughout the entire guaranteed period.

The guaranteed service life is 3 years from the dale of manufacture subject to compliance with
the storage conditions.

15. DIRECTIONS FOR USE

. Remo\ e the protecti\ e cap from the inhaler.

2. Grab the middle part of the mouthpiece and the inhaler base, turn the
mouthpiece in the direction indicated by the arrow on the housing, and -
open the capsule slot in the inhaler base. J

3. With dr\' hands, take one capsule from the vial or blister and place
the capsule in the capsule slot.
( Caution! Do not insert capsules straight into the mouthpiece hole.
b

Do not swallow!
Do not use the device with capsules that are not intended for use

with this device.
Do not store any capsules in the device.

4. Close the mouthpiece by turning it in the direction opposite from
that indicated by the arrow, and hold the inhaler upright.

5. While holding the inhaler upright, push the buttons at the inhaler

base and puncture the capsule.

Release the buttons. Exhale fully.

Caution! Due to the capsule destruction, its particles can enter the
mouth or throat as a result of inhalation. In order to minimi/e such

risk, do not pierce the capsule more than once.

14
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6. Place the inhaler into your mouth, clasp the mouthpiece tightly with
vour lips. Take a deep breath.

Caution! Do not push the buttons and do not open the air intake
holes.

The capsule can rotate freely inside the compartment, creating
extraneous noise.

7. Remove the mouthpiece from your mouth and hold your breath for
as long as possible. Then exhale.

Caution! Do not exhale via the mouthpiece!

8. Open the capsule slot: grab the middle part of the mouthpiece and

the inhaler base, turn the mouthpiece in the direction indicated by the
arrow on the housing.

9. Remove the capsule shell and check it for punctures and powder.

If the capsule is not punctured and is still fulk repeat the procedure
from step 3.

If the capsule is punctured but not empty, reinsert the capsule into the
capsule slot and repeat the procedure from step 6. Do not push the
bottom more than once!

If the capsule is empty, discard it.

10. After use. if necessary, wipe the mouthpiece with a dr>' cloth, dose
the mouthpiece and put the protective cap back.
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[MepeBog ¢ aHrNUINCKOTO U KN TANCKOr0 A3bIKOB Ha PYCCKUiA A3bIK]

CEPTUDPNKAT

CCPIT
(KnTalicknii KOMUTET COAENCTBUSA Pa3BUTUID MEXAYHapPOAHOW TOProBaun)

KuTaicknii KOMUTET COAeNCTBUSA PasBUTUIO MEXAYHaPOLHON TOProBan
1 Manata mexxgyHapogHoi Toproenu Knras
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HACTOALLMM YAOCTOBEPAETCA, UTO: neyats komnaHum «TAVAH IANY MEOVKAJ
MHCTPYMEHT KO., NTA.» (TAIAN DALU MEDICAL INSTRUMENT CO., LTD.) Ha
npunaraemoii MHCTPY KLU MO SKCMTYATAUNN aBnseTca NoAIMHHOIA.

Kutalicknihn KOMUTET COeNCTBUSA Pa3BUTUIO MEXAYHAPOAHON TOProBNun

I [MevaTs:
KuTalickuin KOMUTET COAENCTBMS PasBUTUIO MEXAYHApPOAHOM TOproBin
Ceptugmkauyuna CCPIT

("]

Moanuck ynonHomMmoYeHHoro nuua: Inodnuchf
O AHMH
Jarta: 30 aHBaps 2023 T.

[MeyaTb KwuTalickoro komuTeTa COAEACTBMA pPasBUTUIO MEXXAYHApPOLHOW TOPros/u,
cepTudgukauma CCPIT (7)]

Beb-caiiT gnsa Bepudmkaumm ceptudimkara: http://mww.rzcepit.com/validate.html
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[Ha 6naHke komnaHun «TaliaH flavy Megnkad NHCcTpymeHT Ko., JTT4.»\
«TalhaH Oany Megnkan NHcTpymeHT Ko., J1T4.»

YTBEP>XAEHO
«TaliaH fJany Meankan NHcTpyMeHT Ko., J1Ta»

OnpekTop
LLleppun Jln
Inodnuchbi

(nognuce)
28 aHBapa 2023 T.

[MevaTb KOMNaHun «Taiian fayy Megukay MHCTpymeHT Ko., 1TA4.»]

MHCTPYKUWNA MO SKCIMNNYATALNN

t MHranaTop O,CI,HO,EI,03OBI3II7I ansa poctaBKU I'IOpOLIJKOO6pa;}HbIX NEeKapCTBEHHbLIX CPEACTB, B
BapunaHTax UCMoJIHEHWNA

npon3BoAcTBa KOMMNaHum
«TanaH dany Megnkan NHcTpymeHT Ko,, ITa»
3anagHasn 4vacTb ynuubl MNTAHbM3Hb, 30HA BbICOKUX TEXHOMOMMIA 1 Hayku, TaliaH, 271000,
LLlaHbayH, Kutan
(West Part of Yitianmen Street, Hi-tech Zone, Taian, 271000, Shandong, China)

Bepcusa gokymeHTa: 1.2

2022 T.
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1. NTH®POPMAL WA Ob N3AENNI

HanmeHoBaHue

WHranatop 0f4HOA030BbIA A1 [JOCTaBKU MOPOLUKOOO6Pa3HbIX JIEKApPCTBEHHbIX CPeACTB, B
BapuaHTax UCMOSTHEHNS (faslee - <UHTaIAToP», «yCTPOMCTBO», KU3LEINE).

WHranatop ogHOA030BbIN ANA JOCTaBKM MOPOLUKOO6PA3HbIX /IEKAPCTBEHHbIX CPeACcTB, B
BapuaHTax UCMosIHeHUA:

1. IHransaTop 04HOA030BbIN 4151 LOCTaBKM MOPOLLKO06PasHbIX /leKapCTBeHHbIX cpeacTB DL-DO1,
B COCTaBe:

- MbINE3aLUMTHBIA KONMNa4oK, 1 wr.

- MyHALWITYK, 1 10T,

- OTCeK AnsA Kancyn, 1 .

MPOKaNbIBAKOLLAA KHOMKa, 2 LUT.

urna, 2 LT.

NPy>XunHa, 2 L.

WHCTPYKLUNA N0 NpUMeHeHuto, 1 .

2. ViHranaTop ogHOA030BbIN 4718 [OCTaBKM MOPOLUKOO6pa3HbIX /leKapCTBEHHbIX cpeacTB DL-
D01 A, BcocTaBe:

- MbINE3aLUMTHBIA KOMNaYoK, 1 L.

- MyHALWITYK, 1 1T,

- OTCeK AN Kancyn, 1.

NPOKa/IbIBAOLLAA KHOMKaA, 2 LUT.

urna, 4 L.

Npy>XuHa, 2 L.

WNHCTPYKUNA MO NPUMEHEeHWO, 1 LT,

MpounssognTens:

«TanaH fany Meankan NHcTpymeHT Ko., JITa.»

3anagHas 4acTb ynuubl NTAHbM3Hb, 30HA BbICOKMX TEXHOMOMMIA U HayKu, TaiaH, 271000
LaHbayH, Kutaid (West Part of Yitianmen Street, Hi-tech Zone, Taian, 271000 Shandong, China)
Ten.:+86 538 8931968;

an. noyta; sales@charamedical.com

Beb6-caiiT; http://www.charamedical.com

Mpon3BoACTBEHHAs MowlajKa:

3anagHast 4acTb yauubl VMWTSIHbM3Hb, 30HA BbICOKMX TEXHOMOIMA M Haykw, Taiad, 271000
LWaHbayH, Kutaii

YNONHOMO4YEHHbI NpeAcTaBuUTelb NPON3BOAUTENA B Poccniickoin degepaumn:

OO6LLLEeCTBO C OrpaHW4YeHHolr 0TBeTCTBEHHOCTbI0 «MCK ®apma» (OO0 «NCK ®APMAY),
141983, MockoBckas 06/1., r.0. Jy6Ha, r. ly6Ha, yn. MNporpammucTos, 4. 5, ctp. 1

Ten.: 8 (499) 400 16 99, 8 (800) 234 16 99

3n. noyta: r4@rusbiopharm.ru

Knacc B 3aBMCMMOCTW OT MOTEHLMANIbHOMO PUCKa MNPUMEHEHUS MeAULIMHCKOro WU3fenns B
COOTBETCTBMM C HOMeHKIaTypHOW Knaccupukaumein MegULUUHCKUX W3LeNNA, YTBepPXXAEeHHOM
npukasoMm MuHUCTepPCTBa 34paBooxpaHeHns Poccuiickoii degepaumm ot 06 unioHA 2012 T.
Ne 4H — 2a.

TVN KOHTaKTa C OpraHvM3mMoM Ye/loBeKa:
Cm. Tabnuuy 2 «Matepuanbly», rpada « TUn KOHTaKTa ¢ OpraHnMsMoM YesloBeKay.
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Ycnosua npuMmeHeHus: Wspenve npeaHasHayeHo A7 UCMOMb30BaHUS B MeAUMLIMHCKUX
YUPEeXAEHMAX, TaKUX KaK 60M1bHNLbI, MOMNKVHUKK, BpayebHble KabUHETbI, a Takke B 00bIUHbIX
YXWUNbIX MOMELLIEHNSIX U HA OTKPbLITOM BO3AYXe.

2. TMPMMEHEHWE MO HA3HAYEHWIO

WHransTop 04HOA030BbIA A7 [OCTABKM MOPOLUKOOGPAa3HbIX JIEKApPCTBEHHbIX CPEACTB B
BapuaHTax WMCMOMHeHWUs1 NpeacTaBnsieT co6oii nopTaTUBHOE W3Aenue, NpefHasHauyeHHoe Ans
MHOFOKPATHOr0 BBEfleHUs1 MOPOLLKOOOPAa3HbIX JIEKAPCTBEHHbIX CPEACTB B OPOHXM uYepes
AbIXaTe/lbHble MYTU OAHUM MaLMEHTOM,

2.1. VIHhopMauma o NoTeHUMaNbHbIX NOTPEOUTENAX MEAULMHCKOTO U3aeNns

MayneHTbl C LUMPOKMM CMEKTPOM pecrnvpaTopHbIX 3ab6oneBaHuii (B3poc/ble, AeTW, MAafeHLbl),
MCMOMb3YIOLLME VHTANSITOP B KayecTBe CPeACTBa A0OCTaBKM MOPOLUKOOOPAa3HbIX SIEKAPCTBEHHbIX
CpeacTB B OPOHXM 4epe3 AblXaTeslbHble MNyTW, WM MELULMHCKUE PabOTHUKK, NPOBOASALLME
WHIraNsLMOoHHbIe NpoLeaypbl Yy NauneHTOoB.

2.2 Knaccnpukauus
AHECTe3N0N0rMYecKmne 1 pecnnpaTopHble MeAULMHCKNE N3LeNns.

2.3 Mepbl NpefoCTOPOXKHOCTHU

W3penve cnefyeT 1UCMonb3oBaTh TOMbKO B CYXO0i cpege.

3anpeLyaeTcsa BCTaBNATb Karncy/ibl B 0TBEPCTME MYHALUITYKA.

3anpewjaeTcsa npunaratb YpeamepHoe ycuane npu oTKPbITUX Y 3aKPbITUM 13aenns Bo n3bexxaHue
ero rnoJsIOMKMU.

3anpeLyaeTca MUCnosb3oBaTb MU3LeNne B C/lydae ero rnoBpeXxaeHus.

MNpu BAOXe 3anpeLlaeTcqd HaKMMaTb Ha KHOMKW U OTKPbIBaTb OTBEPCTUSA, PACMONOXKEHHbIE Ha
O0KOBbIX CTOPOHAX MYHALUTYKa, YT06bI He NPeNsTCTBOBaTb CBOO0AHOMY [BMXKEHUIO BO3AYyXa.
3anpeLLaeTcs BblabIXaTb Yepe3 MyHALITYK.

Ha ogHy Kancysny Ao/HKHO NPUXOANTBLCA He 60/1ee 04HOr0 HaXKaTUA KHOMOK.

M3genve npefHasHayeHO A1 MUCMNOMb30BaHUA OLHUM NauueHToM. JocTyn MOCTOPOHHUM K
NCNOMb3YEMOMY WUHTA/IATOPY 3anpeLLieH.

2.4 T10604Hble 3hheKTbI **

CyulecTByeT BO3MOXXHOCTb  BO3HUKHOBEHWSI  HEXeNaTe/lbHbIX  SIBMEHWIA, OMUCaHHbIX B
NHCTPYKUMAX MO MeAMLUMHCKOMY MPUMEHEHWUIO JSIEKAPCTBEHHbLIX CPeACcTB, KOTopble 6yayT
MCNOMb30BaTLCA B U3AENNN.

[ONsa CHWKEHUA pucKa HexenaTefbHbIX SBIEHWIA MPU MCNOMb30BaHUM U3AeNNA HeobXo4MMO
CTpOro cobnogathb:

- MHCTPYKLMIO MO MPUMEHEHWNIO /TIEKAPCTBEHHbIX CPEACTB, Ha3HauYeHHbIX UM PeKOMEHA0BaHHbIX
BpayaMun 1 paspeLleHHbIX K MPUMEHEHNIO C AaHHbIM MHIaISTOPOM.

- UIHCTPYKLMIO MO NPUMEHEHUIO AaHHOI0 U3genus.

2.5 MNpoTmBONoKasaHus

He npuvMeHATb MHranaTop € NIEKapCTBEHHBLIMWU CPeACTBaMM MO MOKasaHWAM U B [03MPOBKaX,
KOTOpble OT/IMYAKOTCA OT YKa3aHHbIX B WHCTPYKUMAX MO MeAULIMHCKOMY MPUMEHEHWUIO 3TUX
NEKapCTBEHHbIX CPEACTB UM OT Ha3HAYeHHbIX fledalliM Bpaydom nokasaHuii U 031POBOK.
[aHHbI MHransaTop He crefyeT MUCMo/b30BaTh NauyeHTam C TSXe0M acTMOM M 3aTPYAHEHHbIM
JbIXaHVEM.

2.6 Ocob6eHHOCTU n3aenns

NHransTop 0AHOAO030BbI ANsi [0CTaBKM MOPOLLKOOBPa3HbIX /IEKAPCTBEHHbLIX CPEACTB B
BapuaHTax MCMOMIHEHWsI NMPeACcTaB/seT Co60/ NopTaTMBHOE U3AeNne, MOMELLAIOLLEECs B KapmaH
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nam cymky. [aHHoe u3genve npegHasHa4yeHO ANs MHOFOKPaTHOro MPUMMEHEHUS O4HUM
nauneHToM.

VHranaTop ncnonb3yeTcs C LUMPOKUM CMEKTPOM Pas3/IMyHbIX N1eKapCTBEHHbIX CPeACTB. B AaHHbIM
CNEKTP BXOAAT (hpaKLMOHHbIE MOPOLLKN M MOPOLUKN PachbIIMTENbHOM eYLLKKW, MOMELLEHHbIE B
TBepPAble XenaTUHOBbIE Kancy/ibl AN Kancysbl U3 rmapoKcunponuaMmeTuauenntonossl (FMLY).
KancynupoBaHHas chopma npeacTaBnseT coboi XopoLuo 3apeKoOMeHA0BaBLUNG N YA0OHbIA MeTo[
[OCTaBKM NeKapCTBEHHbIX CPeACTB B nerkve. lMauneHTy nerko cob6nwjaTb Cxemy npuvema
NeKapCTBEHHOr0 cpefeTBa, TakK Kak Jo03a npejBapuTeNibHO pacacoBaHa B Karcysibl, KOTOpble
XPpaHATCSA B repMeTUYHON ynakoBKe. Takast (hopMa BBeAeHMS /leKapcTBa SIBMISETCA a/lbTePHATUBOM
a3p030/1bHbIM UHFaALMSM.

Mcnonb3oBaHWe Kancy/nbHOro WHransatopa npeLcTaB/iseT CcOo60M MNPOCTY0 TEXHOMO0ruw, B
KOTOPO 3a CYeT [blXaTe/IbHOro Yycunmsi obecneymBaeTCsl BbICBOOOXAEHME NEKAPCTBEHHOIO
CpeAcTBa M3 Karcynbl. JTO YCTpaHseT Heob6X04MMOCTb KOHTPOMMPOBaTh WCMO/b3YeMYHO
[03MPOBKY, a TaKXXe NOMOraeT naumeHTy cobnogaTb cxemy nprema.

Mpy Heo6XOAMMOCTM WM3AeNINe MOXHO YTUAM3MPOBaTb, MNpeLBapuTeNlbHO pasobpaB ero Ans
HaAneXalle OUYMCTKM OT OCTAaTKOB JIeKapCTBEHHbIX CpefcTB. M03TOMY MOXHO cuMTaTb, YTO
AaHHasi cUcTeMa JOCTaBKM He 3arpPsi3HSET OKPY)KatoLLyo cpejy.

M3genve He COAEPXUT WCTOYHWKOB M3NydeHUs. M3genne He ABNSETCA  UCTOUHUKOM
3M1EKTPOMarHUTHbIX NMOMEX.

MpuHumn paboTbl

MpuHUMN paboTbl U3AeNNs 3aK/IYaeTCa B UCMOMb30BaHUM BAbIXaeMOro nauveHToM BO34yXa B
KayeCTBe NCTOYHNKA 3HEPTUM [/1A BbICBOOOXKAEHNS NIEKAPCTBEHHOIO CPeLCTBa U3 Kancy bl U ero
[0CTaBKM B JblXaTe/lbHble MyTU B BUAE Me/lbYaillmx YacTuL.

O6wmii BUA HranaTopa npejcras/eH Ha pucyHke |.

PucyHok 1- O6wuin Bug nHranstopa
OnucaHne NPUHLKUMNOB pabdoTsl

®YHKLUMOHMPOBaHWE AaHHOM0 MeAMLMHCKOr0 U3AENNSt UHTYUTUBHO MOHSITHO ANt NOTPe6UTENS,
TaK KaK MPUHUMUMbI ero paboTbl aHa/IoOrMuHbl (YHKUMSIM CYLLIECTBYHOLLUMX W3AENNIA: CHSATb
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NbINE3aWNTHBIA KOMMAYoK, OTKPbITb MYHALUTYK 15 AOCTyMna K OTCEKY, BCTaBUTb Kancysy B
OTCEK, 3aKpbITb MYH/LITYK, HaKaTb KHOMKM, YTOGbI NPOKOMOTb Kancyny, U BAOXHYTb. M3aenune

HEe HY)XKaeTCsA B Ka/IMBPOBKE.

Mpu BAOXe Karcyna MoAHMMAeTCsl M3 OTCeKa M HauuMHaeT 6bICTPO BpalaThCs BOKPYr CBOel
LIeHTpasbHOli 0cK, CNOCOBCTBYS TEM CaMbIM PAcCEMBAHMIO MOPOLLIKA.

MOPOLLOK BbIXOAMT M3 Kancy/bl Yepes fBa MPOKOMOTbIX OTBEPCTUSI M BlbIXaeTcs MalUeHToM
yepes MyH/LLTYK.

B HMKHE 4YacTM MYyH/LITYKa HaxoguTCS CeTKa, MPEnsATCTBYIOLLAs MNOMajaHuilo Karcy/bl B

OTBEPCTME MYHALLUTYKa.
N3penne o6na,qaeT OT/INYHBLIMUN  OCHOBHbLIMW XapPaKTEPUCTUKaMWU C TOYKWN 3pPEHUNA O6LLI£I7I

[0CTaBNEHHOW [03bl U (PPAKLMN MENKOANCMEPCHbIX YacTULL.
MOCTOAHCTBO f103bl, NPUCYLLEe 60/bLUMHCTBY 0]HOJ030BbIX U3AENNIA, ONOTHUTENLHO Y/TYULLIEHO
3a CYET YCOBEPLUEHCTBOBAHHOM CUCTEMbI MPOKO/A, UCMO/b3YIOLLENCS B JAaHHOM MHraNsiTOpe.

retetr

PucyHOK 2 — OnucaHue npuHupna paboTbl MHransTopa
OrpaHu1YeHnst Ha COBMECTHOE MCMO/Mb30BaHNEe MeAULIMHCKUX U3AENNIA OTCYTCTBYIOT.

MouCK 1 yCTpaHeHne HencnpaBHOCTEl

B0O3MOXHble MNPU3HAKN HEMCNPaBHOCTM, UX MPUYUHBI M CMOCOObLI YCTPaHeHWs MpuBeAeHbI B
Tabnuue 1. N

Tabnuua |

HencnpaBHOCTb MpusHaku Mepbl MO ycTpaHeHUto

MoBpeXxaeHve/3arpsisHeHne o OunCTUTb MOBEPXHOCTb UMbl CyXOl
PENA P HefoCcTaToUHbIN MPOKON Karcy/ibl. P 4

NMOBEPXHOCTY UMbl TKaHbHO.
MpoMbITb  MYHAWTYK Tennoii  Bogoi

3acopeHMe CeTKM B HWKHeli HepoctaTouHasi CKOpOCTb MOTOKA (Mepef  MOBTOPHBbIM  MCMO/b30BaHMEM
yacTV MyHALITYKA ME/IKOAMCTIEPCHBIX YacTWL, BBEPX WHransitopa OH  [O/DKEH  MOJIHOCTHHO

MESIKOAMCNEPCHBIMY YacTULaMn M0 MyHALLTYKY BbICOXHYTb). OTCEK [ Karcyn MOXHO
OUYMCTUTb HEBO/bLLION LLETKOIA.

2.7 TMpuceoeHne 0603HaAYEHNIT MOAeNAM U3genuns
dyHKUMOHa/IbHOCTL  Mogenen DL-D01 u DL-D01 A opvHakoBa, pas3iMyaroTcs TO/bKO

TeXHUYECKME XapaKTePUCTVKM, a UMEHHO pasmep U opma.
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Mogenb nHranaTopa DL-DOL1 saBnsieTcst 6a30BOMA.

DL-Dcc
[ I — Serial number code (01.02....)
Inhaler code
Manufacturer code
Serial number code (01, 02...... ) Kop cepuitHoro Homepa (01, 02...... )
Inhaler code Kog vHranaTopa
Manufacturer code Kog npoussoguTens

VHranaTop COCTOMT M3 Mble3alMTHOINO Kosnayka, MyHALWTYKa, MNPOoKasiblBaloWMX KHOMOK U
OTCeKa A/1a Karicyn, Kak rnokKasaHo HMxe;

Protective cap Mouthpiece
Puncture buttons I Cagpsule compartment
Protective cap Mbine3alwnTHbIA Konnavyok
Puncture buttons Mpokaw BatoLw, e KHOMKn
Mouthpiece MyHAWTYK
Capsule compartment OTceK gns Kancyn

PucyHok 3 - KOoMMNOHeHTLI NHransatopa

CpoK cNyX6bl MHransiTopa cocTaB/seT 36 MecsLeB (3 rofa) ¢ AaTbl U3rOTOB/IEHUS], YKA3aHHOM Ha
YMaKOoBKEe.

BHNUMAHWE!

B KOMMAEKT NOCTaBKN MeAMLMHCKOrO U3AeNNs He BXOAAT IeKapCTBEHHbIe CpeacTBa. MHranaTop
npefHasHayeH ANS BBEAEHUSI NIEKAPCTBEHHbIX CPEACTB, 3apervucTpMpoBaHHbIX B PoccuiicKoi
degepaln, B yCTaHOB/IEHHOM MOPSIAKe U B NPeanCcaHHol 403UPOBKE.

2.8 CuTyaumn, npy KoTopbIX TPebyeTca KOHCYNbTauusi ¢ MEAULMHCKMM PaboTHUKOM
Ecnn  Bbl UCMbITbIBaeTe 60/b, AMCKOMMOPT WM ApYrve HenpusiTHble OLLYLLEHMS  Npy
1CNOIb30BaHUN AAHHOTO W3AeNWs, NpPeKpaTuTe ero UCrosib3oBaHWe UM 06pPaTUTECH K Nevallemy

Bpauy.
3. TEXHNYECKWME TPEEOBAHUNHA
3.1 MaTtepuanbl, UICNOMb3yeMble NPY U3FOTOBAEHUN U3LeNNS

MaTepuanbl, UCNOMb3yeMble B KOMMOHEHTaX WHranatopa, U TUM MUX KOHTaKTa C OpraHvM3MoM
yKaszaHbl B Tabnuue 2.
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l/I306pa>KeHV|e KOMMOHEeHTa

Kai-BO

Tabnuua 2

Tun KOHTaKTa

HassaHue .Maszepwuan ans Mpounssoautesnb
KOMMNOHEHTOB C opraHM3mMom
DL-DO1 1)1.-DO 1A KOMMNOHeHTa MN3roToB/1eHNA, Knacc marepua’™3a
B nsgenmn yesioBeKa
lwr. Mblnesaw MTHBLI NkpunoHntpunb\ta.TneHcTmn «YXK 39 HbLLU3AH KoHTakTupyeTt ¢
Konna4yok pon (ABS). PA-757 (+) 4ynman
(rpaHynsl) KEMUWUKAN KO.
nTa»
(ZHENIJIANG
CHIME1
CHEMICAL CO.
LTD)
1wt MyHAaW TYK AKpunoHuTpunbytTagmeHcTtn «Y)X 9 HbLU3IAH KoHTakTupyert
pon (ABS). PA-757 (+) 4YuMan co cAnusncToi
(rpaH>nsl) KEMUWUKAN KO o6onoukoi
NThA»
I wr HUXHA8 Kpbl W Ka AKpunoHuTpunbyrtagmeHcTtn «YX 9 HbLU3AH KoHTakTupyert ¢
nsgenus pon (ABS). PA-757 (+) 4YnmMan KOoX eW
(rpaH>nel) KEMWUKAN KO
nTa»
1 wr. MonocTb OoTCeKa ANA AKpunoHnTpunbytagmeHcTmn «YX 3 HbBLU3IAH KoHTakTupyet ¢
Kancyn pon (ABS). PA-757 (+) UYUUM3IN
(rpaHynsl) KEMUWUKAN KO
nTa»
MpokaTe Bal W asn AKpuUnoHuTpunbyTagmeHcTn «YX 9 HbBLU3IAH KoHTakTupyert c
KHoOMKa pon (ABS), PA-757 (+) 4YnmMan KOX ei
(lpanyns ) KEMUKAN KO..
Ln
r_VV ApKO-CUHMIA Uset $Z94502 cCornacHo «L 3MHNAHbL
KpacuTens uBeTtoBOi MmMopgenun [MMaHTOH, TexHONOAXMN
HuweBoi KpacuTtens (Cyuxoy) Ko.,
cornacHo 2011/65/EC nrp» (Jingliang
Technology
(Suzhou) Co., Ltd)
2 wT 4 wT Wrna MeagnunHckasn ctanbk. SUS «UHTaHb Us3snuoba
304 X apas3a
TexHONOA[X K Ko.,
nra» (Yingtan
Xinfa Hardware
Technology Co..
Ltd)
2LUT MpyxuHa MeanuynHckasn ctatb. SUS «UHTaHb Usnugpa
304 X appeaa
LU' n TexHonogxu Ko..
nra»
MNonuaTnneHossl it HeopueHTupoBaHHan «ClHEeAHb
nakert (ana nonunponuneHosas nNneHka Li3UHNSAHL NNacTuk

WHAVNBUAYANbHOI

W nonumepHas nneHka GBI/T

N3KIAXUHT Ko.,

ynakoBK#u 16886.5 nrtp» (Xiongxian
MHranatopa) Jinglian plastic
packaging Co.,

Ltd)
TpaHCcnopTMpPOBOUYHAf FohpnpoBaHHBL i KapToH «TalhaH Nne
Tapa MHpacTpy aup
Tpaitap Ko., NT1a»
(Taian Yiye

industry and Trade

Co.. Ltd)

3.2 OCHOBHbIe NapamMeTpsbl
Pa3mMepbl MHranATopa 04HOL030BOr0 /19 OCTABKM MOPOLLKO0OPa3HbIX NIEKaPCTBEHHbIX CPELCTB
DL-DO01 ykasaHbl B Tabnuue 3.
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Tabnuua 3

KomnoHent Jnnna (MM) Jlnamerp (Mm) | lupuua (mm) |  TleTan (wit.) Macca (1)

Meunesawutied |3 405 . 30.68 £02
KO/IMauoK

BeicoTa BepxHei )
Kopnyc vacTi 32,9 £ 0,2

. 145+ 1

HHranaTopa BobicoTa HuxHed 30.7 £0.2

yacti 20,4 + 0,2 o
Hrna 10.2 +0,2 1.2 -
[MpyxuHa 11.6 + 0,1 5.8 -

Pa3Mmephbl HHraNATOpa OAHOA030BOr0 s JOCTABKH MOPOLIKOOOPa3HbIX JIEKAPCTBEHHBIX CPEACTB
DL-DO1 A yka3anbl B Tabnuue 4.

Tabnuua 4

Komnounent

Jdanua (Mm)

Anamerp (Mm)

Lupuna (Mm)

Metau (wT.)

Macca (r)

[Mbine3awnTHLINA
KOAMA4YOK

55.5 0,2

32,940.2

Kopnyc
HHransaTopa

BbicoTa BepxHeit
yacti 30.5 + 0,2

BbicoTa HHXKHEH
yactn 17.5+ 0,2

17,69 £0,2

30,43 £0.2

18.7

HUrna

10,0 £ 0.2

1,2

[IpyxHHa

11,6 £0,1

5.8

Pa3mepsbl ynakoBkH yka3aHbl B Tabuinue 5.

Tabnuua 5

Ynakoska

Jlnnna, cm

BsicoTa, ¢M

Llinpuna, cm

[MonuITHaeHOBbLIA NakeT

12,5

5.7

TpaHcnopTHpOBOYHan Tapa

40.5

32

34

4. KOMILIEKT NIOCTABKH

B KkOMMIEKT MoCTaBKH BXOMT:
UHranstop OIHOAO30BLIH NS JOCTAaBKH MOPOLIKOOOPA3HbIX JIEKAPCTBEHHBIX

BapHaHTaX HCINOJIHEHHA!

CpeacTB. B

1. UHranstop 0HOM030BbII 11 JOCTAaBKH NOPOLLKO0Opa3HbIX iekapcTBeHHbIX cpencTs DL-DOI.

B COCTaBC:

- MbINE3ALMTHBINR KoMnavyok. | mr.

- MYHAWITYK, |

1T,

- OTCeK A4 Kancyn, | wr.
- MpOKaJIbIBAIOLIas KHOMKa, 2 WIT.

- ¥rna, 2 wr.

- PYXMHa, 2 WT.
- HHCTPYKLHS 1O NPUMEHEHHIo. | wT.

2. Uxranatop 01HOA030BBIA A8 JOCTaBKH MOpPOLIKOOOpa3HbIX jexapcTBeHHbIX cpeacts DL-
DO1 A. B cocrase:
- NblJIE3AIMTHBIH KONMaYok, | wr.
- MyHAWTYK, | wT.

- OTCek ans kancyin, | wr.
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3

- MPOKAJIBIBAOLAd KHOMKA, 2 1T,

- Hraa, 4 wr.

- IPYXXHHA, 2 WT.

- HHCTPYKUMA 110 NPAMCHERHIO, | 11T,

S. YIIAKOBKA

HWHranarop ynakoBaH B HHAHBHAYANbHBIH NONHITHICHOBBIH NaKeT MEAULIHHCKOTO Ha3HAYeHu, a
3aTeM B rpynnoayio Tapy no 500 mr.

BHUMAHMUE!

ToBap NOCTaBISETCA TONBLKO POCCHINBIO B rpynnoBoii Tape no 500 wr. (kapTronHas kopoGka).

6. CTEPWIBHOCTD
Hsnenne nocTaBnsercs B HECTEPHABHOM BHIAE H HE TNOMIEKHT CTEPHIM3ALMM Oeped
HCTIONB30BAHUEM.

7. OBCIHYXHBAHHUE

HHranarop cneayer OYAIIAThH KAXAYIO HEACTIO.

MeToanl OYMCTKH: NPOMBITL MYHILITYK B Temiod Boje. [lepes NOBTOPHBIM HCHOIBL30BAHHEM
HHIAIATOPA €10 CNEAYET MONTHOCTHIO BHICYINHTE. OTCEK A KANCyJl MOKHO OUHCTHTE HEOObIIOH
metkoli. HecKONbKO pa3 HaXMHTE HA KHONKH, YTOOBI MOYMCTUTL NMPOKANBIBAIOUIME HIJIbI.
3anpeineHo NPOMBBaHKE BOAOH OCHOBAHMS MHransTopa M (MiH) npokanbiBatoiumx Hria. Hlocne
OYHCTKN OCTABbTEC HHTAIATOP Ha BO3AYXE H JaliTe €My BBHICOXHYTh.

H3anenue He NOMIEIKUT PEMOHTY.

8. MAPKHMPOBKA

DTHKeTKa LA TPyNNoRoil (TpaHcnopTHoit) Taphl (KapTOHHOH KOPOOKH) CONEPKHUT CNEAYIOWIYIO

HH(opMaIHIO:

- Ha3BAHHE MEULIHHCKOIO H3/IENHA;

- HANMEHOBaHUe, ajpec, TeneOH, SNEKTPOHHAA NOYTA YNOMHOMOYECHHOro MNPEACTABHTENS
TPOH3BOIHTENS;

- HAUMCHOBAHUE IPOU3BOIHTENS, TOTOTHII, aJpec;

- HOMep CBHIETEJILCTBA O PErHCTPALIMH;

- apTHKYX;

- nHOpMaIlHs O LBETE MEIHIIMHCKOTO H3JeIus;

- HOMep NapTHH;

- JaTa H3TOTOBIEHHS METHIMHCKOTO H3eNHA;

- CPOK CITyXObl;

- KONIMYECTBO H3ACIHHA B YTaKOBKE;

- Macca HeTTo H OpyTTO;

- Ycnohsie obo3Hauenns: «CE», «IIpoussoaurent», «lata usrorosneHus», «l'onex po...»

10
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MMFFHHTOpOEETﬂOIOWT é;»e]w MOPOLLIKOLLIbIX

rd

aumivVA o1

(letHfiKit

fo$.'uvtmop O(LH>TTHIN) Singie~JoH’
fKMMHKY delrery of

NO1K0WKOObIX
IfKilpifrHtfHHDbiX

DLOOi

APTVIKYT.

HeT

Wow'p cepum:

HonnyecTso:

LLlcca HeTTO:

LLla-a 6pyTTO:

YM) TOMOUYEHHbI i
fipe(kmaeumeib B P®:
0(0O "MCK ®APLM.
PTcus, 1419113,
MocKoBCKast Oiy.. T. O.
Ny6buna. r  [y6Ha, yX
flpwpauuucmtm, a. 5
cmph L

mei: 8(499} 400 16 99
(hakc: 8(9}4i 931661
PYN*oT

iJH fik 'ftIH

»RH»

CE

inhaler for
ptrwdered
medkines UL-DOI

Pari number

Color:

Batch No,:

Quantity:

Net weight:

Gross \Yclp 1

Authorted representative
in the Russian Federdtion:
PSK PHARMA Ltd, S
Programmistov Str., hid. /.
141983 Duhmi Dubna
Urban District, Moscow

teL: 8(499) 400 16 99
fax: 8(914)91166 11
Registration certificate No,

dd
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BapmaHTbl 3TUKETKU

WHranatop O04HOLO30BbIN [N [OCTaBKM
NMOPOLLIKOOBPa3HbIX NIeKapCTBEHHbIX
cpeacts DL-DO1



BapI/IaHTbI ITUKETKN

V0 WHransTop 0ofHOA030BbIA ANA  [OCTaBKY

1
R}@ MOPOLLIKOO6Pa3HbIX NEKapCTBEHHbIX
tfGt cpeacTs DL-D0O1 A

VMW MTOp agHOBO»0«bl it q’Taocr««nocrlOpDLLHO€b|1
n*«apcm «(NM K cpcaetw fM -CW IA

cf:
2

AT, 1tm il MccMwmMi SN

C€

WHra.aTop oOHogoHiobIi Stnyife-dose mhaler for delivery

Y\ anctaTy of powdered medic’'mes 1)1-
MALKMNBK 1>01A

lefctipcmmmihix cpe()cTH

T-o00r4

Apmufcyi Part number:

LigeT: (\dor:

Howmep cepun Batch No.:

k*awuecweo: Quantity-

Macca TTTO: Net weight:

Macca e}pyTT0. Grass weight

YInu*1WwMeHnb i Authortcd representatNe in
npedcmmumeib B P®: the ftwisian federation.

000 AMMCK ®APMAM, PSK  PHAHMA Itd., S
Poccus. bl T 3. Programmistov Str., hid L

Mockosckass MWAW. n o 14!98i Oubna. Ouhna Urban
O\'(ra. / $\<wa yn District. Mosaic Regum
MpocpayuncTos. 0. 5.

cTp. 1 . .

Te.r HM4T 41} i6 W tei..Hidm4mi 16 yv

thakc: 9uU 66 I fax:m i4t 9U 66U

PY oT Regisfratitm cfrtipcaie Jk. Jd

8.1 PacwundpoBKa yCN0BHbIX 0603HaYeHWN
YCnoBHble 0603Ha4YeHUss cooTBeTcTBYtOT TOCT P UCO 15223-  PaclumpoBKa YCMOBHbIX
0603Ha4YeHNn NprBeaeHa B Tabnuue 6.

Tabnuua 6

YcnoBHog 0603HaUeHMe OnuncaHune

Jlorotun npousBoguTens

Mv MeHbI

12
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MpoussoguTens

Mapkuposka CE

Jata nsrotosneHus

[NofeH fo...

9. COOTBETCTBVME CTAHOAPTAM

Ne fokymeHTa 3aronoBoOK JOKYMeHTa
1 2017/745/EC PernameHT No MeAULMHCKUM M3aennsam
dopma 0TYeTa B pamKax Haj3opa 3a MeAULUHCKUMUN U3LeNnamu ans
0T4eTa 0 KOPPEeKTUPYIOLWMX Mepax Mo obecrneyeHnto 6e30nacHOCTU Ha
mecTax. Popma oTyeTa NPOM3BOLAMTENA O KOPPEKTUPYIOLWMX Mepax Mo
obecrneyeHnt0 6e30MacHOCTM Ha MecTax
KnuHunueckas oueHka: PykoBOACTBO Ans M3roTOBUTENEN
1 HOTMULMPOBAHHBIX OpraHoB
W3genna mMegmumHekue. MNMpriMeHeHe MeHeIKMEeHTa prcKa K
MEeANLMHCKUM U3LeNnsm
M3genus megmumnHekme. CUMBOSIbI, NPUMEHSEMbIE MPU MapKUpPOBaHUK
5 EN 1SO 15223-1:2021 Ha MeAULUHCKMX U3AEeNnsaX, STUKETKax U B CONPOBOAMTENbHOM
JoKymeHTauun. Yactb 1 O6ume TpeboBaHus A
W3genua meguumHckue. VHgopmalms, npegoctaBnsemas
MPOU3BOAUTENAMMN MEAULUHCKUX U3LENnii
OueHKa 61010rMYecKoro AencTBmsa MegULMHCKUX n3genunii. Yactb 1
OueHKa 1 UcnblTaHMA B pamKax npoLecca MeHeKMeHTa pucka
OueHKa 610N0rMYecKoro AeicTBma MefULMHCKNX usgenuii. Yactb 5.
WcenenoBaHms Ha LMTOTOKCMYHOCTL: METOZbI in Vitro
OueHKa 610NorMyecKoro LeicTBma MegULUMHCKUX n3genuid. Yactb 10.
VccnepoBaHua pasgpaxatoLlero v CEHCUBUAN3NPYIOLLEro feicTBuA
OueHKa 61oNorMyecKoro AeicTBma MegMLUHCKUX u3genuii. YacTts 12.
MpuroToBneHne Npob 1M KOHTPOSbHbIE 06pasLbl
O6ume TpeboBaHMA K KOMMNETEHTHOCTUN UCMbITATENbHBIX U
Ka/IM6POBOYHbIX S1abopaTopwii
EN 62366-1:2015/AMD  N3genua meguumHekme. Yacts 1. [poekTupoBaHue MefuLUHCKUX
1:2020 n3gennii ¢ y4eToM aKcnnyaTauMoHHoW npurogHoctu / Monpaska 1

2 MEDDEV 2.12/1, peg. 8

3  MEOOEY2.7.1,pea. 4

4 EN ISO 14971:2019

6 EN ISO 20417:2021
7 ENISO 10993-1:2020
8 EN ISO 10993-5:2009
9 EN ISO 10993-10:2021
10 EN ISO 10993-12:2021
11 ISO/IEC 17025:2017

12

10. YC/10BUNA SKCIJIYATAL NI
M3genne QOMKHO 3KcnayaTupoBaTbea npu Temnepatype oT +5°C go +35°C 1 OTHOCWMTENbHOM,
BNAXHOCTU He 6onee 70 %. PaspelleHo ncnonb3oBaHue B6AM3N APYTUX MESULUHCKUX U3LEeNUNA.
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11. TPAHCIMOPTNPOBKA n1 XPAHEHWE

11.1 WNHranatopbl B rpynnoBoOi Tape MNPOU3BOAUTENS paspelleHbl K TPAHCMNOPTUPOBKE BCEMMU
BUAAMU KPbITbIX TPAHCMOPTHbIX CPeACTB B COOTBETCTBMM C MpaBuiaMu MepeBO3KU TPy30B,
[JeACTBYHOLUMMMN Ha KaXXAOM OTAENbHOM BUAe TpaHcnopTa, npu Temnepatype oT +5°C go +35°C
M OTHOCUTENbHOW BNaXHOCTW He 6onee 70 %.

11.2 N3pgenue [OMXHO XpaHWUTbCS npu TemnepaType oT +5°C go +35°C M OTHOCUTENbHON
BNaXXHOCTM He 6onee 70 %. CneayeT u3beraTb YPe3MEpPHOro HarpeBa, a TaKXe BO3AeNCTBUS
NPAMbIX COMHEYHbIX Ny4deit U BRaru.

3asABNeHHbIA CPOK CNyX6bl - 3 roga ¢ AaTbl U3rOTOBAEHUS.

12. YTUNIN3AUNA

CornacHo CaHlMuH 2.1.3684-21 «CaHuUTapHO-3aNuAeMuonorndyeckue TpeboBaHUsA K COLePXKaHUIO
TEPPUTOPUIA TOPOACKUX W CeNbCKUX MOCENeHW, K BOAHbIM 06beKTaM, NUTbLEBOW BOAe W
NMUTbEBOMY BOLOCHAGXEeHU, aTtMoC(epHOMY BO34YyXY, MOYBAM, >KWU/bIM MOMELEHUSM,
aKcnayatauum npom3BOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEHNA, opraHu3aLnm n NpoBefeHuto
CaHUTApPHO-NPOTUBOINUAEMUNYECKUX (MPODUNAKTUYECKUX) MEPONPUATUIA», MO KNaccy 0NacHoCTU
OTXO0OB B 3aBMCUMOCTM OT CTENEHW WX 3NULEMUONIOTMYECKOW, TOKCMKONOTUYECKOW W
pagvaLMoHHOW O0MNacHOCTM, a TakXXe HeraTuBHOrO BO3AEWCTBMA Ha OKpYyXawllyl cpegy
MeauLMHCKOe wusgenve  WHranatop OAHOLO30BbIA AN AOCTaBKM  MOPOLIKOOOGPa3HbIX
NeKapCTBEHHbIX CPeACTB B BapMaHTax MCMOMHEHWA OTHOCMTCA K Knaccy A (TBepfble ObITOBbIE
0TX0fbl).

13. CPOK CJ/1Y)Xbbl
36 mecqueB ¢ faTbl MPOM3BOACTBA.

14. TAPAHTUMHBLIE OBA3ATE/ILCTBA

MpousBognTesb:

«TalhaH Oany Megukan MHcTpymeHT Ko., JITg.»

3anagHas 4yacTb ynuubl MNTSHbM3Hb, 30Ha BbICOKMX TEXHOMOrWiA W Hayku, TaiaH, 271000
LW aHbayH, Kutaii

Ten.:+86 538 8931968;

an. noyta: sales@charamedical.com

Beb6-caliT: http://www.charamedical.com

MpoussoguTens rapaHTUpyeT COOTBETCTBME  [JaHHOr0 MeAMLWHCKOr0  W3fenus  BCeM
XapakTepucTnkam v CBOMCTBAM, YKa3aHHbIM B HAaCTOSILLEM LOKYMEHTe, MPX YCNOBUMN COONIOAEHNUSA
noTpebuTenem ycnoBuii 3Kcnayatauuu, TPaHCMOPTUPOBaHUA W XPaHEHUA B TeUYeHWe BCero
rapaHTUIHOro cpoka.

FapaHTUIAHbIA CPOK CNYXObl - 3rofa ¢ faTbl U3rOTOB/IEHUS NPU COBNOAEHUN YCNOBUI XPaHEHUS.

15. MHCTPYKUWMA MO NMPUMEHEHNIO

1. CHumMuTeE ﬂblﬂe3aU.WITHblﬁ KO/TNa4yoK C NHrandaTtopa.

14
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2. Bo3bmuTecb 3a CpeAHlI 4YacTb MYH/AWTYyKa W OCHOBaHWe
WHTansTopa, MOBEPHUTE MYHAWTYK B HanpaB/leHUW, YKa3aHHOM
CTPENKON Ha Kopnyce, W OTKPOITE OTCEK AN Kancyn B OCHOBaHWUU
NHransTopa.

3. Cyxumun pykamu BO3bMUTE OfHY Kancyny u3 hnakoHa unu 6aucrepa
M MOMeCTUTe ee B OTCEK ANA Karncy/.

BHumaHne! He BcTaBnsaiTe Kancysbl B OTBEPCTUE MYyHALUTYKa.
He rnotathb!

He NCcnonb3yiTe nsgenve c Kancynamu, KOTOpble
He npegHasHayeHbl 419 Hero.

He xpaHnTe Karcynbl B N3aennu.

4., 3akpoliTe  MYHAWTYK, TMOBEPHYB €r0 B  HanpaBfieHUM,
NPOTMBOMOMIOXHOM YyKa3aHHOMY CTPENKO, W [epXWUTe WHranaTop
BEPTUKA/bHO.

5. Y[epXwuBas NHranaTop BePTUKanbHO, HAXKMUTE KHOMKMW Ha OCHOBaHMM
MHranaTopa u NPoOKoNUTe Kancyny.

OTnycTuTe KHOMKK. Caenalite rny6oKuUiA BbIfOX Yepes porT.

BHumaHue! W3-3a paspywleHMsa Kancysbl ee 4acTulbl MOryT
nonacte B POT WAM TNOTKY Npu BAbIXaHUW. YT0OObl CBeCTM K
MWUHUMYMY TaKOW PUCK, He MpOKa/blBanTe Kancyny 6osee 04HOro
pasa.

6. MomecTUTe MHTranaTop B pPOT, MIOTHO 06XBAaTUTE MYHALWTYK ry6amu.
Cpenainte rny60Kuii BAOX.

BHumaHume! He HakmmainTe KHOMKW WU He OTKPbIBaliTe 0TBEPCTUSA,
pacnonoXeHHble Ha O60KOBbIX CTOpPOHaX MYHALWTYKa, 4ToObI
He NPenATCcTBOBaTb CBOGOAHOMY ABMXXEHUIO BO3AyXa.

Kancyna moXeT cBO60OAHO Bpaw,aTbcA BHYTPM OTCeKa, co3faBas
NOCTOPOHHME LIYMbl.

7. BblHbTe MYHALWTYK W30 pTa M 3afepXuTe AblXaHWe Ha TO BpeMS,
KOTOpOe He BbI30BeT Yy Bac guckomgopTa. BbigoxHuTe.
BHumaHue! He BblgbixaiiTe uepe3 MyHALITYK!

8. OTKpoilTe OTCeK ANsS Kamncyn: BO3bMWTECh 3a CPEAHIO 4YacTb
MYHAWTYKa W OCHOBAaHWE WHranaTopa, MOBEPHUTE MYHAWTYK B
HanpaBneHUu, yKkasaHHOM CTPeNIKoi Ha Kopnyce.

9. Ypanute nycTyl Kancyny U MpoBepbTe ee Ha Haiuuyme NnpoKosoB U
nopoLuKa.

Ecnn Kancyna He NPoKO/0Ta U BCe ellle COAEPXKMT NOpPOLLOK, NOBTOPUTE
npoueaypy ¢ wara 3.

Ecnu kancyna npokonioTa, HO BCe elie COLEPXMWT MOPOLIOK, CHOBA
BCTaBbTE Kancyny B OTCEK A/15 Kancyn 1 NoBTOpuUTe Npoueaypy, HaunHas
c wara 6. He HaXXuUMaliTe Ha ocCHoBaHue 60/1ee ofHOro pasa!

Ecnun kancyna nycTta, BbI6pocbTe ee.
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10. TMocne Mcnonb3oBaHMs, NPU HEO6XOAUMOCTU, MPOTPUTE MYHALITYK
CYXOll TKaHblo, 3aKpoiTe MYHAWTYK W HafieHbTe Mblae3aluTHbINA
KONMayok.
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Mepesena ['pomoBa AnekcaHgpa AMUTpreBHa

Poccuitickaa degepayns
Nopoa MockBa
JecaToro (peBpansa gBe ThiCAYN ABaAUaTb TPETbEro roga

A, TutoBa MapuHa BnagMnpoBHa, BPeMeHHO UCMNOo/HAWas 0693aHHOCTU HoTapuyca
ropoga Mockebl Koponb BuKTopun AnekceeBHbl, CBUAETENLCTBYIO MOA/IMHHOCTL MOAMUCU
nepeBoa4vnKa FPoMoBoi AneKcaHapbl MUTPUEBHBI.

Mopnuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NoANMcaBLUEro JOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: Ne08/82-H/77-2023- » n

YnnayeHo 3a CoBepLLEHNE HOTapuanbHOro aerictena: 400 py6. 00 Kon.

rersosast nevats [ IOANACD M.B. Turosa

HOTAPUYCA r

MpoLUHYpPOBaHO, NPOHYMEPOBAaHO U CKPenseHo nevatblo 3~ cT(-a,-0B)

M.B. TutoBa

NOAMNMCh

"EPEOBAA MNMEYATDL
HOTAPUYCA
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Poccuiickas degepaups
l'opog Mocksa
ABCATOrO  (heBpANA [FellbITU/BLLAL LPAIEAOLIA
# Tutosa MapuHa BnagumupoBHa, BPEMEHHO MCMO/HAIOLAA
06s3aHHOCTU HOTapuyca ropofa Mockebl Koponb BukTopum BCero MpowHyposato,
MPOHYMEPOM»”™ CKpPenneHo

neyarblo I/ICT{-a,-OB)

W H L, .
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