NEPKABHA CIYXKBA 3 IIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanil CuiTanunor, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPTIOY 37079055

BUCHOBOK
1po AKicTH BBE3EHOTO B Vipainy JiKapcbrROro 3ac00y

25.10.2024 Ne 56055/24/2611

[IPOCITAH® CHPOIT BLJL KALLIIO
(HadipeRy Baris AKapeLrare sacoBy 3rio 3 peccTpaiLiiiiz FOCRIZICHUAM)
cnpon, 1o 200 may guaoni; no 1 guaxony B KOMILIEKTE 3 MIPHOIO YALIKOIO B gapTonnii
Kkopobui
({popma BHITYCKY, LOTYBAHTHSL BHI Ky BaHHs JHKAPCLKOrO 3ac00y)

Homep peecTpauifisoro nocainients UA/0672/02/01 crpok pif peectpattifinoro nocsiuenns HeoOMemeH i

Cepin nikapenkoro 3acoBy Ne 24C1378 KinbKiCTh BBE3EHOTO AIKAPCHKOTO sacoby 15940
BupoGuuk Eurenbrapl ApupaiMiTreb 'M6X & Ko. KI', Himeguunua
(sadsseiyBants sHposHUKE fixapeskoro 3acoly; kpaina TTOXOKEIR)
Breaeno 8 Yxpainy Ipusariie akuioncpue rosapuerso "HATY POAPM", ineur. nouL:
24930169

{HakMeryBaHtA ‘ra koit 3a CIAPIIOY opHARUIGT ocoln abo l'lpi'xmmxc. in's. 110 BaThroR]
Qisnunof ocolu - nignpress, T Micue npmKHBaii ra pecerpauifinni sonep obKABOT
RAPTIH TUIATHHER nonarkin abo cepis Ta HOMCEP nacnoptTa)

TIpoTOoK0A BI3YANLHOTO KOHTPOIIO sin 25.10.2024 X2 3713/4.
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EHGELHARD Arzneimittel GmbH & CoKG

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY e
ENGELHARD
Arznelmittel

CERTIFICATE OF ANALYSIS Ne 24C1378
CERTA®IKAT AMAZIAY Ne 24C1378

LPROSPAN® COUGH SYRUP, sy 200min bottle; 1 bottle In the set with
measuring cup in @ earedboard box with labelling in Ukrainian language /

FPOCTIAHT CHPOI BIL KALLKD, cupory; no 200 my draros; no T ipaasony 5,
HOMPAGKTE 3 MIPHOIO HALAOIG B WapToMWil xopolul 3 smapxyBaHHsm l
B YROSHCBIO MOBOIO

Product/ Npogyrn

Courtry-manufacturer / Germany /
Hpatda-grpobavic Himausanig

Registration Certificate nurmber /| UA/06T2/02/01 valid fram 25.07 2037 1il 25.07.2022 /
Homep Peecrpagiftore DAJIGT2/02/0L aie s 2507 2017 go 25072022
| nacsigaenun: '
i Strength / Activity /
L Cuna pii 7 AkTUBHICT:

1 miof syrup cortaing 7 miz of bey leaves dry extract (Hedino hedix L3S - 75000, 1
extraction agent:ethanel 30 % / "
1 1 CUPOY MICTUTE 7 RFTYXOTO BRCTREAKTY AMCTH AR (F etera hefix LY (5 -
2.5:1), ererpareHt grakon 30%

Batch / Cepia - 2401378
Harch size/ Fosmip cepil: Y7060 packages / 17060 ynarosti
mManufacturing date/ 05/ 3024

* [lava supobrvgsa
Expity date / ipupatanit gor | 02/2027

Lanufacturer / Bipnduvk;

| Engethard Arzneimitiel GribM & Co. KG

Hertbergstrasse 3, 51138 Niederdorfalden, Germany/
Enrensrapi Apuyraimirrens TmoX & Ko, K
Xx::puﬁ:g;':rw*rpaccg 3, 61138 Hinepzopbunwaer, HiMedyuHa

Manufacturing License /
Figenaln Ha aupoiHsLITED.

TDE_HE_DI_MIA_2023_0015 from 03.04.2023/

i'CemﬁG}[ﬁ of GMP mmp}iahée /
; Ceprvdikar sianoglaHoc
GMP:

'DE_HE_01_GMP_2023_0059 from 18.04.20231

DE_HE_01_GMP_2023_D05S 812,18.04.2023

product / [lat sunyery 1osoio
NLOAYKTY

At Now/ Aprvsya e 670627

O Report/ AOD00D62417
31T 3 MOMTPOKY FROCTT ‘

Specificationy Creumpikadin 0A0/21
Dateof refease of finished 0R.04,2024

Bach / Ceply 2401378

fage f oropivea 1 of/ 13
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ENGELHARD Arzneimittel GmbH & Co.XG
Herzhergstrasse 3, 61138 Njederdorfelden GERMANY

ENGELHARD
Arzngimittel
PARAMETERS ~ SPECIFICATION T RESLLTS
NORASHUKA . CHEUMGIKALIA | PEIVABTATM
Characters / Gnne Liggnt brown, shghtly cloudy syrup with sw wm plies / ’
the odaur of therry / (:B'TT;’IQWM‘)[3lfh!.H?1~‘8i'l»‘1 nu_m: M\!’Ww Bignosigae
LLupen 3 CORNOANam PRYKTOBIM CRABROM T8 BrdUHERNA
 Janaxam.
; Densrlv/ fycrna 3L130—1,150 g/’ml / 1130, 1,15(&?}‘}«&}‘?. S REC! g/l‘x\l/'
: 1,134 r/ma i
pH-value / pt 40-55. 4.2 . l
identity /ineHtudikauis The. chromatog,rdm . obtained from the HPLE assay of | Complies / !
lwy leaves dry-estract (5 - the sample and calibration solution miust show the | Blanowasc ‘
7.511), extraczion agert same retention times far hederacoside €4 Ha
| edhariol 0% e Opait | XPOMETOTRAMSR POIHHY 3paIRa 1 RENTORYBENLHAS |
iv?iucn:iam cTa o {{S ~ | posundis; CTREManBX 0Py HifpiCHOMY BUIHAMEH ]
7.5 1), GRUTRATEH T BTN/ | METOLOM BEPR, 1430 yIPVUMYBAHHE HrY Xe0RpaHoAY
 30% {n/na) (€ wae crinnasath.
Alternative mothod £ AneTepHatuiinh MeTel \
: The sequence of zZopes prasent ty the thin fayer
chromatograms abtained from the reference solution \

and the test solution should correspond to the
specification, Other zones may e presant in the
chromatograrn obtained with The test solutinn ¢
MoclapEHicTy 300, SHAOBPHUEHT HI. TOHKCLUARDBAX.
XPOMETOrRamMax, OTPMmMaHnx {3 eTanoHnore T |
AGCALLRYBIHOTE. pRAMHHIE,  NOEHHED siAnoBigRTH
eregmndikatll, IHwl 300 MURYTS Byt wanprl wa
KEOMATOr pami ga._acn{xizgmyaaﬁaro POIUBHY.

The chromarograms obtained from the HELC assay of | Complies /

petassium sorbate / the-sample and galibration:solitions should showthe | Bigosinae
Kaniio copbar same retenton times for piitass sl smbate/na i
! APOWATOTPAMAK POSHEY 3[183Ka Ta RaA Eﬁ,!&a,ﬂbm»tx,

|

’ PRBUMKIG, OTDHMALKHN NPY i ABRICHBMY BAZHAYSHH

METOAON BEPR, wac yTpvmyBari niky #aAHO cophars
| vae cnisnagath.

Batch 7 Cepia., 2401478 pageforaliinia 2077 31
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ENGELHARD Arzneimittel GmbH & Co.KG ..............
Herzbergstrasse 3, 61138 Niederdorfeiden GERMANY - -

ENGELHARD
Areneimitiel
‘ PARAMETERS  SPECIFICATION’ | mesults |
NOKA3HIKM CRELAGIKALIA | PE3Y/IBTATH
| Microbinlogical purity*/ Total serobic microbial sount not more than 10° CFU/mi; | Complies /
| Mixpobicnoriuna Toral combingd moulds/ yeasts count not more than 16 Bianariase !
| uncrora” CRU/im
| Specific MICroaIganisms: ;
Apsenee of € coliin 1 ful;
Abserice of Selmdoefl in 25wl
Wot fare Than 16¢ CEL/mI of biletolerant gram-negative
Bacteria.
Jarannre e sepclren  Mikpoopradismie: e ’, :
Sinslue 107 KYO/ma;
JarafbHe HHCAD ADTMIEKOBMX T3 NAlCRHEEUX rputia:
me Giaslae 108 KYO ma.
Criepdicil IHPCOPraHiami
BiagyTnicts £ colis Lan; &
BiacyrHicTs Soimonzlio & 25 mi, ‘;
TonepartHl A0 SHOBHD TPEMHETATABH Bantepits me ’
Ginblue 10° BYO/mn
~Assay ] Kinuricne
BH3IHAMEHRA
vy leaves dry extract {5 6,65~ 7.3 mg/mi (7,0 g/l x5 %)/ 7,05 mgfmi /
7.5:1) / Cyxo ecrpant et 6,65~735mt/mn (7.0 mrfrns 5 %) 7,05 mrfmn ;
Asmea (5 - 7,501
Potassivm sorbate / ; 1,21 - 4,47mg/mi{1,34 gl £ 0%/ 1,36 me/mt/
CHanio copbar 4,20 = A7 prdnan (1,34 rfnare 109%6) 1,36 mrfan |

| hereby cenify that the dbove informatian is authemic and accurate. This bateh of product hag been fabrcatad/
manifactured, including packaging/labelling and quality control at the above mertioned site {5} infull complianee with
the GMP requirernens of the local Regulatory Authority and with the specificatioris in the Marketing Authorizatior of
the importing countiy. The batch processing, packeging and analysis recards were reviewsd and found 1o be in
cormpliancs with GIVP.

CrpansHist 8 HOTREPIRYRY, W0 BIALLEEHRIEHS, b pMILE -6 A0CTORIPHOID § OO0, SaNE capin TIDOAYNTY Sy
NPORSACHE/ BNOTOBAENE,  BUMOURI0YY YITAKOBRY/MADRYBARHA T8 KOWTPOAL BROCTE,  #R BUILEBHAZAHCAY
Bupobimcny MafaHry B nobHi BLANGEEHOCT 3 Brmoran GVE, BETIMGENEHPMY, MICLERMAE DETYIRTOPHM
OOranen, 8 TIKOM y BIInosiaHoCt 3 meuyaqyéﬁamﬂmm ST NICTRTHER & pEECTRAUIHOMY, AOCBE KRE - ANSRTENE.
[pOTOROV BAROBHNUTES, YIaKOBHH T3 avtaniau Gymn nepesipentva BETEHORIEHO Y BlAnOBAHICH GIVIP.

Ofiver Schmidy Datefara; 17.06.2024
Clusfified Person/YHnaHOBRMEHS acota

i

Bateh / Capin 1 2401378 page [ eruphiss 3ui /3 3
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