- ENGELHARD Arzpeimittel GmbH & Co.XG w@..__
Herzhergstrasse'3, 61138 Niederdorfelden GERMANY =N~
ENGELHARD

Arzneimitte]

CERTIFICATE OF ANALYSIS No 2381104
CERTUSIKAT AHANIZY Ns 23IN1IDA

Product/ Npeayir. PROSPANS EOUGH SYRUP, syrup: 100mI. in bowde; 1 bottle in-the’ set with |
' measuring cupina cardboard boxwith labelling in Ukrainian Janguage /
TIPOCTIAH® CLIPOT BUL KALLUIE, ©Hpan; no 100 wiy dvizkan; no 1 gnaxony &
HOMMBKTE 30 MIBHOIO valskaw. & KIpTOHRIA  KODOGL 3 - MapKyBaNiksm
‘ YHOAHCHROK MOB OIS
Countiyimanufactirer / Germany/ *
KpalHa-a o6 Hitk: Himeaynma
Registration Cartificate number./ | UA/O72/02/01 valid from 23.05.2023 uriliriyeg/
Homep Peccrpayliitoro UA/UB72/02/01 gje 323.05,2023 Sescrpokonn
noceiguennn:
Strength./ Activity / 1 ml of syrup contains 7 mg of lvy leaves dry extract (Hedero helix L) (5— 7,5:1),
Cana aff / AktugHicry: extraction agent: ethanol30%/
‘ 1 M1 capony Micms# mr CYXOra.ERCTpAKTY AMCTR Nniowa (Hedera helbe L) {3 —
N 7,5:1), excrpaeen: eraron 30%
Batch / Cepir: 23NLLDA .
| Batch slze/ Poamip cepif: 96240 packages / 96240 ynaxosor
Manufacturing date] 12/2023 {
flata BunoBiuraar I
Explry date / Npugatng Aor {11/2025 S !

‘Manufacturer / Bupobupe: Engelhard Arznelimittel GrmbH & Co, kG

Herzbergsiasse 3; 61138 (i ederdorfelden, Germany/
Enrenvrapn Apunaiimitrens Tmex & K. Ki- '
Xepybeprivtpacce 3, 61138 Higepaopdesinaen, Hivmeugmna
Manufacturing Licensa / t:E'_HEwol_MiA_zﬁzs“_'cm; from 03:04.20737

Jlilersln va erpoBHuyrao: RE_ME 01_MIA_2023 0015 sif 03.04.2023 ;
Certificate of GMP complianca/” | DE_HE_01_GMP_2023 6059 fror 16.64.20231 %
Ceprudirar signoslaHocy/ DE_‘HE,__{}T_GMp_;QQQQ;_OGSQ-'-B-ig 18.064.21523

GMP::
Art No./ Apmsyn Ne: 670532

QC Reporty 40000081775,
38ir 3 KOHTPDMO AKGCT: !
Fpecificatlon/ Crewndikatin; 70040 /24

fére of release of firfishisd 31.01.2024

product / [lata surycwy TOTOBOM
Aeopsry — S :

Batch/ Cepln 23N1104 Page  EropTing 4:0f / 33
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ENGELHARD Arzneirmittel G

mbH.& Co.kG

“Herzbargstrasse 3, 61138 Niederdorfelden GERMANY:

-n—_;-*??n—

ENGELHARD

ereimitt'ﬂ_]” )

_CHENMBIAGE "

CRESULTS |
PEIYALTATH. |

| Deseription/ Onge.

:Density / ycring:
| (Bur. PR 2.2:5 / €pp. @,
{2.2,5)

the Sdour of cherry-/ Caimc

JaNAXOM;

-KOp
CUPON: 3 coniciiim, dpyinoes

ﬁ’sht-b'r‘win.’ﬂightlv cloudy Syfup with swest, frufty taste ang Camplies /
WSHEBWA 3neria MyTHWi | Bianoaizae
EMBROM Ta, BHLIHE B

11301150 g/l / L130~1.150 ciran

| PH-value / 3nayenng pH
(Eut. Ph. 2.2.3 /€5p; o,
[2.2.3)

1 dentity / tnentnaricro

| Wy leaves dry extract (5~
7.5):3), exraction agent:

| ethariol 30'% m/my/ G,

: encrpatnm‘af:m.nmma;(ts.—
7,5) 1), BHETPaTEHT: BTanOn
30% (m/mj:

Putassiuntsorbate !
Raritio copBar.

e R SRR |

Batch / Copln 23N410A

4,0-55

L1136 rfwn

Metogom  BEPX,  uacy

ACCAEmYBAHOrO posumHig,.

Apomarorpaml,
ROy,

copbary sawTs chisnagaTy,.
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Alternative method. ANSTRRHATIH BRI
The. seyuénce of -rofes present in the thif laver
chromatograms obtairze_dffrgm the'mfwencg splution
and the test solution, should correspond to the
spedficatlor. Othe zones may Lig present in the
ghromatogram olitained with ‘the "tést solution {
Toeniosuicrs 3on, Binofipomena H3 TOHNOWBPORWX |
XPOMBTIOIDIMAY,  OTpMManax:

oThumMaHI

N segimi; 7

The chromato_g;anls-uhtain;ﬂ from the HPLC assay of | Complies/
1 the sample and callbration selution“musk show. the | Bignosigae
same. retention’ times for hederscoside £/ Hal
4ROMITOTPAMAX POIHMHY: apaska T4 KaniBpyBanbmme
PO3UANIB, oTpusiacux npy HINLRICHOMY: BUBHAYEHH]
YTPUMYaaHHY" miky’|
XEREPAKGINAY Cmators nlsnagary, f

BTANOMKOIG 13

ROBUHHA Bi,qndiss,qamj
CReyGiRaufi, Inwf 30Hn MOMYTE ByTr HARsHi Wa
AOchigsmysanoro

The chromatagrams obtained.from the HPLC assay of | Complies/
the sample and calibfatibn sotutions. should show the' 'Bj,qnnqmaa
E3fMa Fotantion Tiries for PotEssium sarbatey! iy
XPOMATOrpEMax phisumiy Spadka HanIBEYRIALHUY,
PO3UMHIB,. OTPUManik Apn wlnekicHomy BuzHaveHHi
METopom BEPX, uac YTRAMYBAHHE: iy w3aho |

f
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ENGELHARD Arzneimittef Gmbi & Co.kG

 + Herzbergstrasse 3, 61138 Niederdorfelder GERMANY ==
L ENGELHARD
- : . Arznéimitel
f PARAMETERS. ... T 7 SPECIFICATION - RESULTS
o TORASHEKA-, | e CNELVOIRALA, .~ i | _ PEIVNBTATH
_;Mrcrqbialogicalpuw/"“ Totalaerobie microbial count not miors than MWCFU/ml; | Complias/ ,
I Mikpo6iaarkiva Total combined moulds/ YTS cunt not mere than 10° Blgnosigae '
YHeroTa® LU/, i
AEUr PR.5:1.8.8; 2.6,12; Spedificmicroorganisme:-
2631/ €8p: @, 51.8.8, Absence ot £ coliin T ks ' ,‘
1 2.6:12,2:631) Absence of Solmunella In 25 mi: :
: ' Not more than 1% CFU/mt of bile-tolerant gram-negative
bacterla,
Jaranble wneno  sepbBiay- MipoSpraniamla:  he
Ginpie 10° KYO/mn,
3aransse wicno BPUANOBUX T2 fniceraBiK Tprbia:
i ) _ te BisilLe 10° KYO/ M. :
F o Crieyvdlunl Mikptioprasitamm:
' BIACyTHicTs £, colfa 1 M3 r
BiacyThicrs Soimonella & 25 mn |
Tonepaninl go woadl TpamMHeraTHsyi Gaxrepii: e

_ _ﬁmsme_m?.a-m}m C
Pyrroliziding alkalgids (pA] Sum.of PAcontent; not mare than 0.025 hg/ml / Cyma | 0,000 pgimif

/‘ﬂfﬁOﬂiaFwMHﬁaI BMICTY niponisuauHosnx ankanoidie: ne Binsthe Hin 0,000 Mmxtftan

; annann'fgm (H‘A)_ 0,025 mir/mn E
L ' i
Assay [ Ringxicne .f

| BuaHauenns :
| B,65—7,35 riig/ml (7,0 mefrr| + 5.%)

'| oy leaves dry ektrapt (5~ , 720 mg/ml/
S0}/ Cpintiectparr s | 6,65 ~7,35 s/ (7,0 mrfn 25 %) 7,20 mr/fa
ﬁﬂlﬂﬁ@ f’ﬁ"ﬂr.& 1, 3 :

| Fotassium sorbare / 1,21~ 1,47 mg/mi 11,34 mg/inl £ 10 %) 135 mig/mly

{Haniio copbay 1121 -2.47 Wié/inn (1,34 mcfian  10%) 1,35 mr/ma

= The best I Farvisd out ifevery tenth bateh, nor Tess tan onee a year  Teer NPOROZWTLLR yie komHO] 1D cepii He plrwe 1 pagy
Ha P, ‘ . )

I hereby certify thar the shove Information s authentic and ateurate. This.batch of produtr has been fabricated/
manufacturad, r‘ndudinggackagmgjlabémﬁgandqUality:contro! atthe above mentionedsite (s) jn full compilance with
the GMP requiremants ofthe lncal Regmatp}yguthqr_ity and withthe specifications T the Marketing Authorization of
the importing-counitry, The batcly Rracessing, packaging and analysis recortls were'reviewet!and found. 1o be |
compliance with GVIP, ‘

Copaewdi 8 nigraengsyio; D Buiieakataka TnbopMauin € AOToBIpHBI0 T Tousio, v cepis nponyiry Bysia
nposensna/amroronens; BHAIOYARAM ’ynaubauy]ma‘ﬁus»ﬁamns_ Ta HOHTPOML | AROCT, HI BHLIGEKAIAHOMY

olw(/c;;;ﬁ(r—_\ ‘Date/Nave: 17.06.2024
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