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(instruction for use)

Medical devices: Dianatal® obstetric gel (Dianatal® obstetric set)

Manufacturer of the medical device (Private Label Manufacturer): HCB Women's Health GmbH,
Surenweg 7, CH-63 18 Walchwil, Switzerfand

tel.: +41 41 544 22 20, fax: +41 41 544 81 76

e-mail: i

Manufacturer of the medical device (Original Equipment Manufacturer): Medena AG, Aemmenmattstrasse
2, CH-3123 Belp, Switzerland

tel.: +41 31 810 46 00, fax: +41 31 810 46 50

e-mail: michael.grassberger@medena.ch

General descriptions of the product:

Dianatal® obstetric gel is an odourless, almost colourless, highly viscous gel with a slightly acidic pH value of
5.5 ~ 6.5 and an electrical conductivity of minimal 5 mS ¢m™' to facilitate vaginal delivery. When applied it
forms a low-friction bicadhesive film on the vaginal birth canal, reducing the friction forces between the
child and the vaginal birth canal.

Dianatal® obstetric gel contains following ingredients: propylene glycol, carbomer, hydroxyethyicellulose
and purified water. :

Dianatal® obstetric gel is filled in sterile single-use tubes with a long, thin insertion nozzle and a breakable
seal and packed in single-use steribag. The seal must be removed before use. Each tube contains 5 ml of
Dianatal® obstetric gel.

Dianatak® is non-allergenic, bioadhesive, electroconductive, slighty acidic, free of preservatives, latex, and
phthalates and does not cause irritation to mucous membranes and or eyes and it does not contain any
pharmaceutically active ingredients.

The containment consists of a white polyethylene, single-use tube (5 ml).

The packaging materials are sterilized by a validated-irradiation process.

No other accessory equipment, adapters or devices are necessary for the use.

Packaging:
Each tube is sterile, sealed in a steribag and packed in a cardboard-box with six units, including an
instruction leaflet.

Storage and transport recommendations:
Storage condition recommendation:
Room temperature: 5°C to 30°C
Tolerated temperature excess (transport, etc.):
Excess to 40°C: max. | week
Excess not below - 10°C: max. | week
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| Disposal considerations:

! Waste from residues/unused products: Dispose of in accordance with local regulations.
Concaminated packaging: Offer rinsed packaging material to local recycling facilicies.
Unused gel in tubes, empty tubes as well as unused gel remained after the procedure must be disposed in
accordance with applicable health rules and regulations of the Russian Federation (SanPIN) for the handling
of medicaPwaste and the Guidelines for disinfection, and sterilization of medical devices (MU),

Warranty and Hability Emitations:
HCB WOMEN'S HEALTH GMBH warrants that these products are in compliance with the legal
requirements, in particular those set forth in the EU Directive 93/42/EEC concerning medical devices.
Therefore, in case the product exhibits non-conformities or defects that can be directly actributed to
material or processing: errors that occurred during s manufacture or packaging (“non-conformities or
defocts™), and said non-conformities or defects appeared prior to the expiration date (UBD), HCB
WOMEN'S HEALTH GMBH will, at its discretion, replace the product:
*  with one of equal construction, or
¢ with one exhibiting the identical function,
All the following conditions must have been met in order t0 make claims within the context of this
warranty:
o the product must not have been used afcer its UBD.
o the non-conformity or defect did not initially occur afeer the UBD,
*  if the product in question s a disposable product or is a product, which HCB WOMEN'S HEALTH
GMBH disignates as being for single use, the fault must be detected at the first use.
e the non-conformity or defect was imimediately reported to HCB WOMEN'S HEALTH GMBH or
its representative.
¢ the non-compliant or defective product was forwarded to HCB WOMEN'S HEALTH GMBH or its
representative immadiately after the non-conformity or defect was reported.
The above wirranty in no way limies and applies in conjunction with any and all regulations governing
warranties on cthe part of the seller and the product kability laws.
For the remaindar, this warranty applies énly to the exteit defined above. Additional claims arising from
this warranty are excluded. This warranty, as well as the cited legal claims applies in place of, and to the
exclusion of, all other warranties, either verbal or written, or express or implicit in the part of HCB
WOMEN'S HEALTH GMBH. None of our representatives or employees is empowsred to reach differing
Due to numerotss’factors such as shipping, storage, and handling on the part of the user, all of which lie
oucside the control of HCB WOMEN'S HEALTH GMBH, HCB WOMEN'S HEALTH GMBH is not lable, in
particular, for. damages of any type resuking directly or indirectly from ¢o the product or its employment
unless said damages can be shown to be the result of 2 failure on the part of the product.
In particular, HCB WOMEN'S HEALTH GMBH assumes no liability for damages resulting from sterilization
or reuse of products approved for single use, or which HCB WOMEN'S HEALTH GMBH designates as
being for single use.
Instructions for use must be accurately studied before using of the product.
Only highly qualified medical saff with special training to carry out the relevint procedures should operate
medical devices manufactured by HCB WOMEN'S HEALTH GMBH.
All the pending disputes should be resolved in the courts at the location of HCB WOMEN'S HEALTH
GMBH, in accordance with Swiss law,
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Official Certification
Seen for authentication of the above signature

bom M'tid i
The Notary Public assumes no responsibility
regarding the content or authenticity of the
undersigned document.
CH-6300 zug, <5 axJ 2014

CHANCELLERY OF THE CITY OF ZUG

1he Notary Public:

APOSTILLE

(Convention de la Haye du 5 octobre 1961)

1. Land: Schweizerische Eidgenossenschaft, Kanton Zug
Country: Swiss Confederation, Canton of Zug
Diese offentliche Url<unde / This public document

2. ist unterschrieben von,
has been signed by ..

3. inder Eigenschaftals........ccccoooiiiiiiiiiiiciniees
acting in the capacity of...... IC,

4. sie ist versehen mit dem Stempel/Siege! des/der/ bears the stamp/seal of
A 'r

5. in/to 6300 Zug 6.am/the
7. durch die Staatskanziel des Kantons Zug

by Chancery of State o? thi iiz MZUQ
8. unterNr. /underNo...
9. Stempel/Siegel / Stamp/Seal Signature

Pirali
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JAUAHATAx IuuCubu

AKYIIEPCKHUU T'EJIb ituCubu Yumenc Xaae I'moX
3ypenBer 7
CH-6318 BaabxBuib
IIBeiinapus

Ten: +41 41 5442220
®@axkc: +41 41 5448176

YTBEPX/JEHO:
15.10.2014

JdomoanurenpHas nHGOPMANUA K JOKYMEHTALNH MO 00CTYKABAHUIO
(MHCTPYKIMS IO TPUMEHEHHIO)

Meauuunckue wu3geausi: «Akymepckuii renp «/[uanaram»®  («Habop akymepckuii
«J/Ilnanatan»®)

[IpousBoautens meaunuuckoro usaenus (IlponsBonurens GUpMEHHON TOPrOBOM MapKH):
OiiuCubu Yumenc Xane I'm0X

3ypenser 7, CH-6318 Bansxsunsb, [lIBeiinapus

Ten: +41 41 544 22 20, daxc: +41 41 544 81 76

DOnekTpoHHas noyta: andreas.f.schaub@bluewin.ch

IMpousBoauTens meaunuuckoro u3aenus (OcnoBHoi npousBoautens (OEM-npon3BoauTens)):
Menena AI'

Aemmenmartitpacce 2, CH-3123 benbn, IBeitnapus

Ten: +41 31 810 46 00, dpaxc: +41 31 810 46 50

OnexTpoHHas nmoura: michael.grassberger@medena.ch

Oo01ee onucanne MPoOAyKTAa:

«Axymepckuil renp «/Jnanatan»® sBiaseTcs MOYTH OECLBETHBIM TeleM CHIIbHOW BA3KOCTH 0e3
3amaxa co ciabokuciaotHod pH = 5,5-6,5 u snexkTponpoBoAMMOCTHIO HE MeHee 5 MCM-cM™ st
oOyierdyeHusi pojJOB 4Yepe3 €CTECTBEHHbIC (BarMHajlbHbIE) pOAOBBIE MyTHU. llpu HaHeceHHH OH
oOpazyer OHOAAre3MBHYIO IUJIEHKY C HHU3KUM KO3(Q(QUIMEHTOM TpEeHUsT Ha BarMHAJIbHBIX
POMOBBIX MYTSX, CHUXKAsI CUIIY TPEHHUS MEXKYy PeOCHKOM M BarnHaJbHBIMH POJOBBIMU MyTSIMHU.
«Akymepckuil renp «JuaHaran»® coaepkKuUT CIEAYIOLIHEe UHTPEIUEHThI: MPONUJIEH TIUKOJb,
KapOomep, TUAPOKCUAITUIILEIII0JI03a U OUMIlleHHas Boga. ==
«Axymepckuii reiap «/luanaran»® pacdacoBbsiBaeTCI'B CTEPHIbHBIE OJHOPA30BbIE TYOBI C
JJIMHHOM, TOHKOM HacajaKoW I BBEACHUS M OTPHIBHOW NJIOMOOM M YMNakoBBIBAaeTCA B
OJIHOPA30BBIM cTepuu>Hbli nakeT. [lepen ucnonb3oBaHueM MIOMOY CleAyeT yaaluThb. B kaxmaon
TyOe coAepKUTCs 5 MI «AKyHIepcKoro rens «Juanatamn®.

«Inanatan»® - HeanJaepreHHbIH, OMOAATre3UBHBIN, dJIEKTPONPOBOIALINMA, CIIa00KUCIOTHBIN, 0e3
KOHCEPBAHTOB, JIaTeKca W (TAnaToB, HE BBI3BIBACT Pa3JAPaKCHUS CIM3UCTHIX 000J0YEK W/Win
IJ1a3 U HE COJIEPXKUT KAKUX-ITM00 (hapMalleBTUUECKH aKTUBHBIX CyOCTaHIIUH.

VYnakoBka coCTOUT U3 0€0il MOJUITUIICEHOBOW OJTHOPa30BOU TyOBI (5 Mi).

VYnakoBoYHblE MaTepHanbl CTEPUIM3YIOTCS C MPUMEHEHHEM AaTTEeCTOBAHHOIO crocoba
panvanoOHHON CTEpUIIU3ALIMU.

JIist icnoTb30BaHUsI HE HY)XHO HHUKAKOE JIPYTOe JOMOJHUTEIbHOE 000pyI0BaHNE, IEPEXOTHIUKN
WJIN YCTPOKCTBA.
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YnakoBka:

Kaxnas Tyba cTepuiibHa, TepMETU3UPOBAaHA B CTEPWILHBIA TAKeT W yIMaKoBaHa B KapTOHHYIO
KOpOOKy, coOJepXallylo IIecTh INTYK, BKIOYas HHCTPYKUHUIO 1O TPUMEHEHHIO (JIUCTOK-
BKJIQ/IBIIII).

PexoMeHnaauum no XxpaHeHUI0 U TPAHCIIOPTHPOBKeE:

PexoMenanuu no XpaHeHUIO:
Komnatnas Temneparypa: ot 5°C no 30°C
JlonycTuMoOe mpeBbILIEHHE TeMIIEpaTyphl (TPAHCIOPTUPOBKA U T.I1.):
[IpeBbimenue no 40°C: makcuMyM B TedueHue 1 Hexenu
[IpeBbimienue He HUxkeE -10°C: MakcuMyM B TeueHue | Hexenu

Yka3zaHus no yTujin3auuu

Otxonpl, oOpa3yrommuecs W3 OCTATKOB/HEUCIOIb30BAaHHOW MPOAYKIUHU: Y THIM3UPOBATh B
COOTBETCTBHH C MECTHBIMU TPAaBUIIAMH.

3arpsisHeHHass ynakoBka: IIpennoXuTh MOPOMBITHII yNAKOBOYHBIM MaTepuall MECTHBIM
NPEANPUATHIM 10 nepepadoTKe.

Heucnonb3zoBanHblii renb B TyOax, mycTble TyObl, a TakKXe HEUCHOJb30BAHHBIA TIellb,
OCTaBUIMKCS TIOCJIE€ TMPOLENYPHl, IOKHBI YTUIU3UPOBATHCS COTJIACHO COOTBETCTBYIOIIUM
mpaBujiaM H HopMaMm B cdepe 3apaBooxpanenus Poccuiickoit ®Penepanuu (CaunlluH),
OTHOCSIIIUMCS K OOpalleHUuI0 ¢ MEAUIMHCKUMU OTXOJaMU, U MeTOaUYeCKUMHU YKa3aHUsIMU TI0
Ne3UH(EeKINN U CTEPUITN3AINHT U3ACINI MEeIUIMHCKOTO Ha3HaueHus: (MVY).

OrpaHnyeHus TApAHTHN U OTBETCTBEHHOCTH:

«O1iuCubu Yumenc Xosne I'MOX» rapantupyer, 4YTO JAaHHAs MNPOAYKIUS COOTBETCTBYET
HOPMATUBHBIM TpeOOBaHUSIM, B YAaCTHOCTU, TeM, KoTopble wu3noxeHbl B JupextuBe EC
93/42/EEC B OTHOIIGHHMHM M3ACIUH MEIMIMHCKOTO Ha3zHaueHus. CleaoBaTelbHO, €CIH B
MPOAYKTE BBISBISIOTCS HECOOTBETCTBUS WU ACPEKTHI, KOTOPhIE MOTYT OBITh HEMOCPEICTBEHHO
OTHECEHBI K OmKOKaM B MaTepuaiaX UIU TEXHOJIOTHUYECKOM MpoIlecce, U KOTOpble BOZHUKIH BO
BpeMs €ro TMpOM3BOJACTBA WJM YINAaKOBKH («HECOOTBETCTBUSA WIH JAE€PEKTH»), H €CIU
YIOMSIHYTbIE HECOOTBETCTBHS WM Ne(EKTHl MOSBHIMCH JI0 JAaThl UCTEUEHHs] CPOKa TOAHOCTH,
«OituCubu Yumenc Xane 'M6X», Mo cBoeMy yCMOTPEHHUIO, 3aMEHUT NMPOAYKT Ha:

*  HUACHTUYHBIN MPOJIYKT, WU

* MPOJYKT C UJAEHTUYHBIM JI€HCTBHEM.

Jnst moaun mpeTeH3uil B KOHTEKCTE JaHHOW rapaHTUU JOJDKHBI ObITh BBIMOJHEHBI CIEAYIOIINE
YCIIOBUSL:

* MPOIYKT HE AOJKEH OBITh MCIOJIB30BaH MOCJE UCTEUEHHUS CPOKA MOJIHOCTH,

* HECOOTBETCTBUE WM Ae(HEKT HE BO3HUKIM BIEPBBIC MOCIE UCTECUCHHUSI CPOKA TOJTHOCTH,

* €ClM NOPOAYKT, O KOTOPOM HJIET pEub, SIBISIETCS OJHOPA30BBIM MPOAYKTOM WU
npoaykToMm, Kotopsiii «OiuCubu Yumenc Xosne 'MOX» obOo3Hadaer, Kak MPOIYKT IS
OJTHOPA30BOTO HCIIOJIF30BAHUS, HEAOCTATOK JOJDKEH OBITh OOHApY>KeH NpH MEPBOM
HCTIOJIb30BaHMHU,

* 0 HECOOTBETCTBHMH WM JedeKkTe ObUI0 HeMeIJIeHHO coobmieHo B «DiuCubu YumeHnc
Xane I'MOX» unu ero npencTaBuTeNIo,

* HECOOTBETCTBYIOIIMHN WIH NePEeKTHBIM NMpOoayKT OblT HampaBieH B «OWuCubu Yumenc
Xane 'MOX» wiH ero mpeACcTaBUTENIO Cpa3y K€ MOcie COOOUIEHUS O HECOOTBETCTBUH
unu naedexre.

BrimeykazanHass rapaHTUs HHKOMM 00pa3oM He OrpaHUYMBaeT Jio0ble M BCe MpaBuIia,
peryJMpyolie TapaHTUU CO CTOPOHBI MPOJAABIA, U 3aKOHBI 00 OTBETCTBEHHOCTH 32 KAaue€CTBO
MPOU3BOAUMON NPOAYKIIMU U IPUMEHSETCS] BO B3aUMOCBS3U C HUMU.

JIJist OCTanbHOTO TapaHTHUSl MPUMEHSAETCS TOJIBKO B BBINIEYKa3aHHOM oObeMe. J(omoNHUTENbHbIC
MPETeH3UH, TPOUCTEKAIOIINE U3 HACTOSILIEN rapaHTUM, UCKItodaroTcs. Hactosmas rapantus, a
TakKe€ yNOMSHYTbIE MPaBOBbIE MPETEH3UM MPUMEHSIOTCA BMECTO BCEX JPYTUX TapaHTHUH, Kak
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YCTHBIX, TaK M TNHCBMEHHBIX, KaK BBIPAXKEHHBIX, TaK M IMOJAPa3yMEBAaE€MbIX CO CTOPOHBI
«OiuCubu Yumenc Xsne I'm6X», m TemM caMbIM HX NpUMEHEHUE HCKiIto4yaeTcs. Huxrto u3
NpeJCcTaBUTeNeil i pabOTHUKOB HE YIIOJTHOMOUYEH JIOCTUTATh IPYTHX JTOTOBOPEHHOCTEH.

B cuiy MHOrouumcieHHelX (HakTOpOB, TaKuX Kak OTIpy3Ka, XpaHeHHEe U oOpauieHue,
OCYUIECTBJISIEMbIE TOJIB30BATEIIEM, BCE U3 KOTOPBIX HAXOASTCS BHE KOHTPOJIS KOMIIAHHUU
«21tuCubu Yumenc Xone 'MOX», «2iiuCubu Yumenc Xsae I'MOX» He HeceT OTBETCTBEHHOCTH,
B YaCTHOCTH, 3a yuiepO Jto00Tro poaa, BOSHUKILUM, MPSAMO WM KOCBEHHO, B pPe3yjibTaTe TaKHX
JEWCTBUIN MO OTHOLICHUIO MPOAYKTY WM €ro NPUMEHEHHIO, 338 UCKIIOUYEHUEM CIIy4aeB, KOIaa
MOXHO OBITh MPOAEMOHCTPUPOBAHO, YTO YIOMSAHYTHIH yHiepO cTan pe3ylbTaTOM HEIOoCTaTKa B
CaMOM IPOAYKTE.

B uyactHoctu, «OuuCubu VYumenc Xone ['M6X» He mnpuHumaer Ha cel0si HHUKaKOU
OTBETCTBEHHOCTH 3a yuiepO, BO3HHUKIIMKA B pe3yjbTaTe CTEPUIM3ALUM WA TOBTOPHOIO
HCIOJIb30BAHUS TMPOAYKIUH, PA3PEIIEHHON [JIs OJHOPA30BOTO NPUMEHEHHUs, WIH KOTOPYIO
«OiuCubu Yumenc Xone I'MOX» oOo3Haumia Kak NpeIHA3HAYCHHYIO JJIi OJHOPA30BOIO
MIPUMEHEHHS.

CnenyeT BHUMATEIbHO U3YUYUTh HHCTPYKIHIO 10 IPUMEHEHUIO 10 UCIOIb30BaHUS MPOAYKTA.

C MEIUIMHCKUMH H3JICIUAMH, Npous3BeacHHbIME «1WuCubu Yumenc Xsne I'MOX», momxeH
paboTaTh TOJBKO BBICOKOKBAIU(UIMPOBAHHBIA MEIUUMHCKUM TEepCcOHal, MNpOLIeAINn
crennaibHOoe 00yyeHHe MPOBEIEHUIO0 COOTBETCTBYIOLIUX MPOLIENYD.

Bce.HepewmeHHbIe cOPBl JOJKHBI pa3pelmiaThCs B CyJax IO MECTy HaxoxiaeHus «uuCubu
Yumenc Xaae ['M6X» B COOTBETCTBHH €O HMIBEHIIAPCKUM 3aKOHOJATEIbCTBOM.

Hyr, 15.10.2014
(mognucano) p. Aaapeac @. Illay6
I'enepanbubiit qupexktop «uCubu Yumenc Xane 'mO6X»
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OduumansHoe ya0cToBEpeHHe

Y 10cTOBEPSI0 MOATUHHOCTD BBIIIE MPUBEACHHON MOANNCH, TTOCTABICHHON

Anpgpeacom [lay6om.

Hata poxaenus: 20.02.1965. Ilactopt NeX 0409973

Horapuyc He HeceT OTBETCTBEHHOCTH 3a COJEP)KAaHHE WM MOJIMHHOCTh IIOJIMHCAHHOTO
JTOKyMEHTA.

CH-6300 Lyr, 15 oxts6ps 2014 r.

KAHOEJAPUA TOPOJA IIVT

Hotapuyc (monmnucs)

Kpyrnas neuats: Kanuenapus ropona Llyr. Horapuyc kanTona Llyr.

AITIOCTUJIb

(l'aarckast koHBeHIUsA OT 5 oKTAOps 1961 T.)

1. Cmpana: Ul Beiinapckas Kondenepauus, Kanton Lyr
Hacrosmuii opunmanbHbIii JOKYMEHT

2. [loanucan Xatanem Mrwoanepom

3. BelcTynaromuM B KauecTBE Horapuyca

4. CxperuieH nevyaTbio Horapuyca xantona Llyr

YAOCTOBEPEHO

5. B Lyre 6300 6. 15 oxTa6psa 2014 r.

7. TocynapctBennoit Kanuensipueit Kantona Llyr

8. 3a Ne 12570/14

9. Ileuats: 10. [Moanuce
KanTon Llyr (noonucano)
l'ocynapcrBennas Kanuensipus Purta ITupanu

Ilepesoo c anenuiickozo A3biKa HA PYyCcKUll 8blnoHer nepesooyukom Kyrxosckoii C.B.

IlNopon O6umHCK Kamyxckoit obnactu, Poccuiickas ®@enepanms.
JIBaamaToro OoKTAOpsS NIBE THICSIYM YETHIPHAAIATOTO TOAA.
A, OcunneBa Hpuna BsuecmaBoBHa, HoTapuyc Tropoma OOHumHcka Kamyxkckoit o6riactw,
; CBUJIETEJIbCTBYIO TMOJJIMHHOCTh NOANMUCH, clelaHHOM mnepeBonuukoMm JKykoBckoil CaeTiaHoM
;>7r""*Bitlcrop0B B MOoeM mpUCYTCTBUU. JIMUHOCTH €€ yCTaHOBJIEHA.
w’ 3apeructpupoBaHo B peectpe 3a Ne 2nd-1896
B3bickano: 200 py6ueit (tapud - 100 pyOneit,
MTtexH.paboty-100 pybneii).
Horapuyc: / Ocunnena U.B.
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Wtoro npoHyuepg”i*o, i
1 EKPENSIBHO PE<TbIO_

U3Tapuyo

Urtoro nponymepoBaHo, NPOIIHYPOBAHO
U CKpEeIUIeHOo nevyarbio d (I1ecTh) JUCTOB
Horapuyc: /] Ocunnesoit 1.B.

Fopos O6GHUHCK, Kanykckaa 06aacTh, Poccuiickan degepauus.
. 1oz}

A, Ocumyesa Mpuna B»4ecnai®!H8,1t0TapMyc ropoga O6HMHCKa Kanykckoit
06/1aCTH,CBU/AETENbCTBYI BEPHOCT 3TOW KOMUU C NOANMHHUKOM AOKYMEHTa. B noc/esHem
MOAYMCTOK,NPUNUCOK, 334 PKHYTEIX CA0@ U HbIX HEOTOBOPEHHbIX UCPaeneHHit Wau Kakux-1nbo
0cobeHHOCTeN He.

MHot0 /uLy, 06paTUBILIEMYCA 33 COBEPLIEHUEM HOTAPUAALHOTO AeHCTBHUA, Pa3bACHEHO,
YT/ MPU CBMAETeNbCTBOBAHUM BEPHOCTU KOMMM JOKYMEHTA He MOATBEPKAALTCA 3aKOHHOCTb
COAePKaHNA JOKYMEHTF 1 COOTBETCTBUE M3/I0KEHHBIX B HEM (DaKTOB AeVCTBUTeAbHOCTH,

BeTpe 33 N» Aoa )

W.B. OcnHueBa
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