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DECLARATION OF CONFORMITY
No 01T/UA version 1

Manufacturer:

name: “Alpen Pharma™ LLC

giddress: Ba Luhova Steeet, urban-type settlement of
Hostomel, town of Trpin, Kyiv Oblast, 08290
telephone: +38 030 341 41 59

kerewith declare that the medicad device
«ALPESOR By with adsorbing tevion and
aatidiorrheal effect

meet the tequirements of Technical regulation
concerning medical devices {approved by the Decree
of the Cabinet of Ministers of Ukraine on October 02,
2013 under No, 743),

Classification: Class Ha, according to point 13 of
Annex 2 of Technical reg,ulailon concerning medical
devices,

The products corain the mark of conformity to
Technical regulation:

UATR.098

Complianes of the designated products with the
Technical regulation conceraing medical devices has
been assessed and confirmed by following the
Procedure of internal conmrel of production of
medical devicey stated in the Annex 3 except for
clause 8 — clause 11 of the Technival regulation
concerning  medical devices by LLC "Ukrainion
center for medical certification and proguostication”.
The cerdficate of conformity is registered "in the
register of OEV LLC "UCMSP" an 30.09, 2024 Ne.
LA TR.OG8.0503-24

Declaration of conformity is valid till 29/09/2029
Place, Date 8a Luhova Street, urban-type settlement

of Hostome[ town of brpin, Kyiv Oblast, 08290,
01.10.2024

AEKJAPALIA TIPO BIATIORIHICTS
No-01/UA sepois |

Bupotuur:

safserypangna TOB "Ansnen $Gapma”

anpeca: 08290, Kulseska obn., M. Ipnins, cwr. Togromens,
sya. Jyrosa, Gya. §-A

vesedom: +38 050 341 4159

RIOMGEPANCYE, WO MEOULHIT QUPID

«ATBIECOPE» 5 avcopiyiousio diclo ma
aumudigpelinngm ehermon

sinmosinae  pamoram  Texuiworo  persamenty  1ono
menuynuX - Brpobie  (axed  saTsepiokennit  ocranosown
KaGinery Minierpis Yxpaiun sia 02xonras 2013 p. Ne
753).

Kuac wj)zkcn;m Knae Ila, sriapo uynxry 13 Homarky 2
Texuiqnoro perTaMenTy WONO MEZBHUX BHPOGIS.

Upodyiagin Cmpososucye IHaK siOnoBidnGemi mexuiuimne
PERACMEHINGN !

UATR.098

Bidnosiouicms 2a3uaiencl npodviyll eumosam Texiinnoao
pernayenmy  wede  meduynuy.  Gyac  oyiwewe  ma
nidmeepodicenv 'y aidnosiciioemi 3 Hopuoxkom 30icxenns
SHYIMPIREHBOE0 KOHMPONO supnﬁﬁuwnea Meawunux eupodis
ar eurradeno g Hooamey 3, xpinv n.8 ~ n 1l o Texuiunozo
peananenmy wooo sedwwnux aupobie TOB «Vipalnesiul
yewmp  meOuwnol  cepmudinayili  ma  BposHoIyRaRAY,
Cepmuuhivam  sidnogidnocmi 3apeccposane & peecmpi
QOB TOB « VIIMCITy 30.08.2024 Ne UA. TR.098.0503-24

Hexnapauis npo simosiasders nifiona no 29.09,2029 |

Micte, }],a"ra 08290, Kuincexa oo, st Ipnius, emr,
Tocromens, sy Jiyrosg, Bya. 8-A, t)! 10.2024

Am}mpamm CRIAAEHO 1L HUIKOBATY BIATOBIAATRHICT) Bnpo(" SHHKa/ Ths deslaration is made under the complete

respaitsibility of the manufacturer.

Job position/ITocana General D
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DECLARATION OF CONFORMITY
No 01/UA version 1

Manufacturer:

name: “Alpen Pharma” LLC

address: 8a Luhova Street, urban-type settlement of
Hostomel, Kyiv Oblast, 08290

telephone: +38 050 341 41 59

herewith declare that the medical device
ALPESORB, capsules

meet the requirements of Technical regulation
concerning medical devices (approved by the Decree
of the Cabinet of Ministers of Ukraine on October 02,
2013 under No. 753).

Classification: Class Ila, according to point 13 of
Annex 2 of Technical regulation concerning medical
devices.

The products contain the mark of conformity to

Technical regulation:

Compliance of the designated products with the
Technical regulation concerning medical devices has
been assessed and confirmed by following the
Procedure of internal control of production of
medical devices stated in the Annex 8 (except point 5,
6) of the Technical regulation concerning medical
devices.

Declaration of conformity is valid during 5 years.

Place, Date Hostomel, 23.07.2024

JEKJIAPALIA ITPO BIAIIOBIAHICTD
No 01/UA Bepcis 1

Bupobnux:

HaiimeHyBaHHs: TOB "Anbnen @apma"

aapeca: 08290, KuiBcbka o00is., cmT. ['ocTomens, ByJI.
Jlyroea, 6ya. 8-A

tenedon: +38 050 341 41 59

niomeepodICcye, Wo MeOUYHUN 6Upio

AJIBIIECOPB, kancyau

BiAMoOBigae BUMoramM TeXHIYHOro perjiaMeHTy LIOZ0
MeOUYHUX BUpPOOIB (skui 3aTBepmxeHuit I[locTaHOBOIO
Ka6inery MinictpiB Ykpainu Bin 02 xxoBtHa 2013 p. Ne
163):

Knacugixayis: Knac Ila, srinno mynkry 13 [omatky 2
TexHiYHOro peryiaMeHTy LOA0 MEAUYHUX BUPOOIB.

IIpooyxkyito cynpogoosicye 3nax 8i0N0GIOHOCH MeXHIYHUM

peciamenmam.

Bionogionicms 3a3nauenoi npodyxyii eumozam TexHiunozo
peciamenmy  wooo  MeOuyHux 0yno  oyineHo ma
niomeepooiceno y gionogionocmi 3 Ilopsokom 30iticHeHHs
BHYMPIUHBL020 KOHMPONIO 8UPOOHUYMEA MEOUUHUX GUPODIE
ak euxnaoeno 6 Jlooamky 8 (okpim nynxmig 5, 6) 00
Texniunoeo peanamenmy w000 MeOUYHUX UPoOis.

Jexunapanist npo BiAnoBiAHICTb AilficHA MPOTAroM 5 POKiB.

,Mlcue Jlata T'octomens, 23.07.2024

Jexunapaliito CKJIaaeHo MmiJl LiJTKOBUTY Bl}lHOBlLlaJ'lelCTI: Bupo6Hm<a/ The declaration is made under the complete

responsibility of the manufacturer.

Name/ITIB - SerhiyShk 7 Ulxnses C.A. ‘
Job position/Tlocana General Director of “Alpen Pharffia” LLC /I'énepanbuuii iupexrop TOB «Asbnen ®apmay




DECLARATION OF CONFORMITY
No 01T/UA version 1

Manufacturer:

name: “Alpen Pharma™ LLC

giddress: Ba Luhova Steeet, urban-type settlement of
Hostomel, town of Trpin, Kyiv Oblast, 08290
telephone: +38 030 341 41 59

kerewith declare that the medicad device
«ALPESOR By with adsorbing tevion and
aatidiorrheal effect

meet the tequirements of Technical regulation
concerning medical devices {approved by the Decree
of the Cabinet of Ministers of Ukraine on October 02,
2013 under No, 743),

Classification: Class Ha, according to point 13 of
Annex 2 of Technical reg,ulailon concerning medical
devices,

The products corain the mark of conformity to
Technical regulation:

UATR.098

Complianes of the designated products with the
Technical regulation conceraing medical devices has
been assessed and confirmed by following the
Procedure of internal conmrel of production of
medical devicey stated in the Annex 3 except for
clause 8 — clause 11 of the Technival regulation
concerning  medical devices by LLC "Ukrainion
center for medical certification and proguostication”.
The cerdficate of conformity is registered "in the
register of OEV LLC "UCMSP" an 30.09, 2024 Ne.
LA TR.OG8.0503-24

Declaration of conformity is valid till 29/09/2029
Place, Date 8a Luhova Street, urban-type settlement

of Hostome[ town of brpin, Kyiv Oblast, 08290,
01.10.2024

AEKJAPALIA TIPO BIATIORIHICTS
No-01/UA sepois |

Bupotuur:

safserypangna TOB "Ansnen $Gapma”

anpeca: 08290, Kulseska obn., M. Ipnins, cwr. Togromens,
sya. Jyrosa, Gya. §-A

vesedom: +38 050 341 4159

RIOMGEPANCYE, WO MEOULHIT QUPID

«ATBIECOPE» 5 avcopiyiousio diclo ma
aumudigpelinngm ehermon

sinmosinae  pamoram  Texuiworo  persamenty  1ono
menuynuX - Brpobie  (axed  saTsepiokennit  ocranosown
KaGinery Minierpis Yxpaiun sia 02xonras 2013 p. Ne
753).

Kuac wj)zkcn;m Knae Ila, sriapo uynxry 13 Homarky 2
Texuiqnoro perTaMenTy WONO MEZBHUX BHPOGIS.

Upodyiagin Cmpososucye IHaK siOnoBidnGemi mexuiuimne
PERACMEHINGN !

UATR.098

Bidnosiouicms 2a3uaiencl npodviyll eumosam Texiinnoao
pernayenmy  wede  meduynuy.  Gyac  oyiwewe  ma
nidmeepodicenv 'y aidnosiciioemi 3 Hopuoxkom 30icxenns
SHYIMPIREHBOE0 KOHMPONO supnﬁﬁuwnea Meawunux eupodis
ar eurradeno g Hooamey 3, xpinv n.8 ~ n 1l o Texuiunozo
peananenmy wooo sedwwnux aupobie TOB «Vipalnesiul
yewmp  meOuwnol  cepmudinayili  ma  BposHoIyRaRAY,
Cepmuuhivam  sidnogidnocmi 3apeccposane & peecmpi
QOB TOB « VIIMCITy 30.08.2024 Ne UA. TR.098.0503-24

Hexnapauis npo simosiasders nifiona no 29.09,2029 |

Micte, }],a"ra 08290, Kuincexa oo, st Ipnius, emr,
Tocromens, sy Jiyrosg, Bya. 8-A, t)! 10.2024

Am}mpamm CRIAAEHO 1L HUIKOBATY BIATOBIAATRHICT) Bnpo(" SHHKa/ Ths deslaration is made under the complete

respaitsibility of the manufacturer.

Job position/ITocana General D
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O-I' COTI-KK-03-014

TOB “Aabnen ®apma”

08290, Kuinceka 0611, cmT. I'ocroMens, By, Jlyrosa, 6yn. 8-A

CEPTUDIKAT SIKOCTI Ne 05

Bin "22" cepnus 2025 poky

Hazsa Anenecop®, xancyu HTX, 3rizso no sxmx Texuiuuuit gaiin TP-
HPOJYKTY: NelOx1 y Gricrepi HPOBOLUTELCA KOHTPOJIDL 05-001
AKOCTI:
Howmep cepil: 010525 Kinbxicts B cepii: 8160 yraxosox
Hara Tpasess 2025 Peecrpaniftumit Homep r-UA10-27-847
BupobHULTEA: NOTY>KHOCTEH:
Tepmin 4geprens 2028 Ceprudikar na cucremy No: S1C.MS.083.
[PHAATHOCTI: MEHEIDKMEHTY stkocTi Juia | ISO13485.3747
BUPOOHHUKIB MEHUHMX
BUpOGIB
Ne 3/n Hoxazunxu Bumorn Pakrnani
PE3YALTATH
1 3oBHILMHIN BUrILAL bini xancyna posmipom «00», Binnosinae
BMICT KaICyJiH — [OPOUIOK
6i5oro KoJLOPY
2 Maca BMiCTY Kalcysiy, Mr 370 Mr£10% 358 mr
3 Posnanmanus He 6insive 30 xpunmin Binrosinae
4 Mixpobionoriuni nokasuuxu: _
34rajIbHE YHCIIO aepobHuX. 1000 Bignosinae
mixpoopranismis (TAMC),
He Oinpiue
3arajibHe Yuceso apixpkosux ta | 100 Binnosinae
6 rriceneBux rpubis (TYMCQC),
He Glasie
Baxrepii Escherichia coli, 8 1,0 r | He sonyckarorscs Binmosinae
7 ITaxyBanus 3rigso BumMor Td-05-001 Binnosinae
8 Mapxypanus 3riguo umor TH-05-001 Binnosizxae

BHMCHOBOK: Bupi6 meauunoro npusHaueniis Asusnecop6, kancymu NelOx1 y Guticrepi cepil

010525  3a nepesipern

1 K1)

Havanennk BESI

MHSHOKa3HMKaMK BRToBinae sumoram Td-05-001.
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éhio JLI.
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DECLARATION OF CONFORMITY
No 01/UA version 1

Manufacturer:

name: “Alpen Pharma” LLC

address: 8a Luhova Street, urban-type settlement of
Hostomel, Kyiv Oblast, 08290

telephone: +38 050 341 41 59

herewith declare that the medical device
ALPESORB, capsules

meet the requirements of Technical regulation
concerning medical devices (approved by the Decree
of the Cabinet of Ministers of Ukraine on October 02,
2013 under No. 753).

Classification: Class Ila, according to point 13 of
Annex 2 of Technical regulation concerning medical
devices.

The products contain the mark of conformity to

Technical regulation:

Compliance of the designated products with the
Technical regulation concerning medical devices has
been assessed and confirmed by following the
Procedure of internal control of production of
medical devices stated in the Annex 8 (except point 5,
6) of the Technical regulation concerning medical
devices.

Declaration of conformity is valid during 5 years.

Place, Date Hostomel, 23.07.2024

JEKJIAPALIA ITPO BIAIIOBIAHICTD
No 01/UA Bepcis 1

Bupobnux:

HaiimeHyBaHHs: TOB "Anbnen @apma"

aapeca: 08290, KuiBcbka o00is., cmT. ['ocTomens, ByJI.
Jlyroea, 6ya. 8-A

tenedon: +38 050 341 41 59

niomeepodICcye, Wo MeOUYHUN 6Upio

AJIBIIECOPB, kancyau

BiAMoOBigae BUMoramM TeXHIYHOro perjiaMeHTy LIOZ0
MeOUYHUX BUpPOOIB (skui 3aTBepmxeHuit I[locTaHOBOIO
Ka6inery MinictpiB Ykpainu Bin 02 xxoBtHa 2013 p. Ne
163):

Knacugixayis: Knac Ila, srinno mynkry 13 [omatky 2
TexHiYHOro peryiaMeHTy LOA0 MEAUYHUX BUPOOIB.

IIpooyxkyito cynpogoosicye 3nax 8i0N0GIOHOCH MeXHIYHUM

peciamenmam.

Bionogionicms 3a3nauenoi npodyxyii eumozam TexHiunozo
peciamenmy  wooo  MeOuyHux 0yno  oyineHo ma
niomeepooiceno y gionogionocmi 3 Ilopsokom 30iticHeHHs
BHYMPIUHBL020 KOHMPONIO 8UPOOHUYMEA MEOUUHUX GUPODIE
ak euxnaoeno 6 Jlooamky 8 (okpim nynxmig 5, 6) 00
Texniunoeo peanamenmy w000 MeOUYHUX UPoOis.

Jexunapanist npo BiAnoBiAHICTb AilficHA MPOTAroM 5 POKiB.

,Mlcue Jlata T'octomens, 23.07.2024

Jexunapaliito CKJIaaeHo MmiJl LiJTKOBUTY Bl}lHOBlLlaJ'lelCTI: Bupo6Hm<a/ The declaration is made under the complete

responsibility of the manufacturer.

Name/ITIB - SerhiyShk 7 Ulxnses C.A. ‘
Job position/Tlocana General Director of “Alpen Pharffia” LLC /I'énepanbuuii iupexrop TOB «Asbnen ®apmay
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