NEKJIAPAIIMSL O COOTBETCTBUMA

AEKJAPAHT, HPHHUMAIOUWHHA JEKJIAPALHIO O COOTBETCTBHU

000 "KPEBEJIh MOHIENLEAX"

Ceedenun 0 pezucmpanuu opeanusayuu: Medepationnan wncnexyun Gedepaivhon narozosoll exyxcbo Ny 46 no
. Mocxae 09.06.2009, OFPH 1097746342902, dama npuceoenus O PH 09.06.2009.

Aopec: 115114, Poccun, &, Mockaa, ya. Jemnuxosckan 0. 10, empoenue 4, amaxe 7, nom. I, ks, 3917
Teaehon: 8(495) 966-00-94.

B auye: Tenepansuvtii dupexmaop Jusunzep Ppanx Xapand

Hoaepennoe nujo: Knoxosa K0.C., dosepennocmo No | om 17.04.2019 2

SASIBJISIET, YUTO

Aexapemaennoe cpedemso. I'edeaunc®, kanau 0an npuesa euympo 50 ma, gaaron-kaneavnuywr (1), navku
xapmonneie, PY No 11 NOI2391/01 om 01.12.2011 , cepun 931052, napmus 18977 ynaxodox, zoden 00
01.08.2023, npouseodcmea Kpesems MoizenvGax I'n6X, lepmanus, Kpeeeavumpacee 2, 53783 Athmope), vod
OKIIA2 21.20.10.255, xod TH B3I 3004900002, konmpaxm Ne RU KM ¢ip 2007/01 om 27.02.201 7, ungotic Ne
021072019 om 30.09.2019

COOTBETCTBYET TPEGOBAHHSIM

TTNQ12391701-011211 wam. Ne |

JIEKTTAPATIMST TIPHITSITA HA OCHOBAHWH

cepmudhuram ananuia npowseodumenn 6/ om 27.09,2019, Cepnnuhukam coomsencmeun cucmemu
Areneodiemenma kaveemaa ¢ Cucmeme dobpogorvnod cepmudgruxayuu "GAPM-PEFHCTP" Ne POCC

DE @XII0.K. 00216, cpox denemewn ¢ 10.06,.2019 2. do 10.06.2022 2., Q00O "Oxpyacnoii yeump KaHmpons
kawecmasa"” (000 "OUKK"), 115280, 2. Mocxea, yi. Macmeprosa, 0.4, am. 5, nom.I, kom. !

BHTEJILHA J10 01.08.2023

% Knoxona 10.C.
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CBEIJIEHUS O PETHCTPALIMH

OPFAH ITO CEPTHOHKALMHY, 3APETUCTPHPOBABIINH JEKJIAPAITHIO

RA.RU. LI ®MO8 OPTAH 11O CEPTHOHKALIHH ITPORYKLUHH OFLUIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPY)KHOH [[EHTP KOHTPOJIH KAYECTBA",

adpec opeanuzaipau: 115280, o Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opezana no
cepmudpuxayun: 115280, POCCHA, ;opod Mockaa, ya. Macmepxoga, 0. 4, am, 5., men,:(4195)788-02-88, ge6-
catin: oyiK.poh.

JEKJI AI’AIIﬂ}I O COOTBETCTBHM 3APEIMCTPMPOBAHA N2 POCC RU J-DE. @JH 0&,&3905 7/! 9‘~
JATA PE PMII’H’I 03.10.2019 A
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Mpenapar:
Product name:

Cepwmn Ne:
dotch number:

Aarta pyinycka:
Monufacturing date:

CpoK roaHocTH 4o:
Expiry dota:

F

Kpeaens MohsensBax. a6y
lﬁcaabe;«aopﬁpmrmn-wmncce, G,
98708, rdpew,

Cepmanys

CEPTUOUKAT KAYECTBA
Certificate of analysis

TeReAMKC’ KBNAM AnA Nphema BHYTPS 50MA
Hedelix” oral drops 50 mi
931052

08.2019

08.2023
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Meuselbach™

Krewel Meuselboch GmbH

Xavier-VorbriiggeneStrasse,. G,

98708, Gehren,
Germany

Nokasurenn kavacrna

TpeGonauun cnewndmtaynm

Peaynutarul KoHsponan

Parameter Specificotion Results
Cnucanme Npospadian MuAKOCTL KOphuHenaToro yseta COOTBETCTRYET
Appearance C apomartHeiM 3anaxom. Nocne ANRTRALHOLD conforms
XpaHexun moMer obpalcobioateca ocaion Ha
Ane,  npw B30anTHIBAHMY  OBIIBIBAWMT
NOMYTHEHHE MU AKOCTH, ;
Clecr, brownish solution with an gromaifc
odour. After long storage preclpﬁg“;ian moy
occur, this causes hoze of solution by-shaking,
MoanMKHOCTL .
Identity
BIHX Bpema yaepmuaanua ocnoeHoro MUK Ha cooTBeTCTHYOT B
HPLC XPOMITOrPaMME  LChLITYemMoro pacreopa  conforms
NOMHHO COOTBETCTBOBATY Bperen
YAE[HMBAH A CCHOOROrO Nkxa Ha
Xpomarorpanme pacTsopa co
reAepakosnaa C,
The moin peak in the chromatograin of the —

test solution hos to correspond In retenti
time to main peok in the chromatogrg
solution of reference standard heder

Cypannua 1 va 4
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#d 221 Meuselbach
Kpeaens Mofizenpbax FmbX Krewe! Meuselbach GmbH
Keassap-OopSpiorren-Upicce, 6, Kovler-VocbrilggensStrasse,, 6,
i 98708,l'¢pen, 98708, Gehren,
reprmanua Germany
CEPTUOUKAT KAYECTBA
Certificate of analysis
Npenapar: I'mumm: Kanak ANR Npuema eyt 50 Mn
Product-neme: Hedglix' oral drops 50 m/
Cepun Ne: 931052
Botch number:
A87a sbinycka: 08,2019
) Monufacturing date:
Cpok rapnocty gox 08.2023
Expiry date: ' !
Noxazarenu kavecrea Tpa‘&onau'ua enaqmt:mg-a'qm; : g Pesyabrarul koHTpOoAn ;
Parometer Specification Results [}
B3TCX Ha Xpomavorpamme mcneiTyemoro pacTaopa  cooToercroyer a I,
HPTLC ACMAMHL)  0GHapYMUBATHEA HHME NATHA conforms 'il|:
BCUHMI KOPHUHEBBOR NATHO; HE YPOBHE NATHE vl

SCUMHB  naTHO or  dwonatopsta 4o
KOPUYHRBO-KPACKOIO UBeTa [renegaxomn
C)

M&H!AV MATHIMHK SCUMHA W HeNAMKY -
¢uonetosoe, wmentoe, duonetoibe (a-
reaepun) w  GagaNO-PHONETOBOE NATHE;
HEMHOrO BbIWE YPOBHA NAT™HA KeadWHa
BO3MOMHO BneaHO-MEATOR NATHO;

MOIYT OGHAPYMMEATBCA AONONHWTRALHEIG
NATHA, OCOBRMHO O HUMHGA W PopxHed
TPETRAX XPOMEBTOrpamm,

Hounded below the 2one

for aescin appears o brownish 20ne.ond at
the level of aescin oppears o purple to
reddish brown zone-fhederacoside C);

There ore a purple, o yellow and purple zone
{a-hederine) end a pale purple 1008 between
the reference substonces oescin dnd khellin.
Right on top .of the 20ne of kheliin OppeLrs
pale yelfowish ione oad oport f
dones, there ore zones beside at ff;
the chromiatogram ond on lower giih

Cipshuua 2va 4
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a0 Meuselbach™

Kpeséns MozensBax FmBX: Krewal Meuselbach GmbH
Keasvep-@oplpiamren-Wifiacée; 6, Xavier-Vorbrigged-Strasse,, 6,
98704, Mepen, 98708, Gehren,
Epaawna Germany
CEPTUOHKAT KAYECTBA
Certificate of anolysls -
Npenapar: Fegenuie’ Kannu AnA Npuema BHYTPY SOMA
Product nome: Hedelix aral drops 50 m/ .
Cepnn Ne: 931052 '
8otch number:
Aarta suinycna; 08.2019
Manufacturing dote: .
Cpox roguocmy go: 08,2023
Explry date!
Noxazarenw nauecrea TpoGosanun cneynduraymn PasyAbLTaTH! KOMTPOAR
Parometer Specification . Rasults
pH 07 4,5 a0 6,5 (1:10) 4,7
pH From 4.5 t0 6.5 (1:20)
Noxasarons npenomnanna 071,438 no 1,442 i 1,440
Refraction index From 1.428to 1.442
OtHocuTensHan nnoTuoeTy Or 1,050,20 1,100 1,082
Rel.density From 1.050 to 1.100
Wagnexaemuii 0Bnem He meHee HOMUHaNLHDrO cooToercroyet
Dellveroble volume Not less then its nominal value confosms
MukpoSronoruuecxan Ykerera ro-Xil, xateropus 36 3 cearsercrayer
Milcroblalogical purity Stale Phormocopeoela  of

Federatlon, category 38

the Ausslan conforms

Konuqemwuuae onpoacnanmne
Assay

* repepanoIna C

- hederacoside €

Ot 200 50 400 me's 100 mn Npenapata

From 200 to 400 mg In 100 mi

.

309

Ynaxooko
Packaging

No SO MA 80 $AaKOH-KINENLHMLY TeMHOTO cooToRT

KapTOHHY Navxy,

OrpaHuua J va 4
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Hpepenn Mokaesn6ax rMGX Krevsel Mewselbach GmbH F Rl
kunsup-wopﬂmtu-lurpaua, 6, Xavier-VorbrliggpmiSirasse,. 6, S {
' 98708) repen, 94708, Gahren, § r

Fapmakua Garmony Vi ;
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CEPTUOUKAT KAYECTBA

Certificate of analysls i
B (v
Npenapar: Fegenmnke’ K8nAn anA ripuema BHyTPs 5 MA b "l
Product nome: Hedelix" oral drops 50-mt ¥ "!l
i
Cepun Ne: 931052 g 1]

8atch number: T it
oy
Aara evinycka: 08,2019 AR
Monufocturing date; Ry
1ol
Cpok roaxocTH Ao 08.2023 3 Fii
Expiry date: t_{ )
Mokajarenw xavecrsa TpeBosanua eneunduraynn . Pazynorare! kOHYpOAN !
Parameter Speclfication Results | .’*'[
The medicinal product is Jilled la 50 ml dork i
glass bottles. Each bottle Is pa(f,k‘ede into {‘:
cordboard box together with the patlent ’ 5‘,"
Informatlon leaflat. ! lI
Mapxupoaka B coovaarcTenn ¢ HZ cogreeTcToyar I
Labelling In eecordonce with-ND . conforms nj

Boizoa: MNpenapar coorsercreyer rpeGosannam cnaynH$ MKaL K
Result: The batch complles to the specification

Fepex, 27.09,2019
Gehren

H o

Jooeayowni naBoparopueh
Head of Quality Control
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