JAEPKABHA CIIY)KBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM! y m. KHEBI

npos. Hanii Coitimunof, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPMIOY 37079055

BUCHOBOK
npo AKICTH BBE3CHOI0 B YKpaiHy aikapebkoro 3acoby

07.11.2023 Ne 56890/23/26

NPOCHAH® MACTUJIKH JJISI PO3CMOKTYBAHHS BLA KALIIO

(HaAMeHYDaHHA JiKapesKoro 3acoBy ariaHo 3 peceTpauifinnm nocalennam)
NACTHJIKI LIS PO3CMOKTYBauns 1o 26 mr; no 10 nacruaok y 6aictepi; 1o 2 Guricrepn 8
KapToumniii kopotni

(popaa BHTIYCKY. AO3YBMIBS, DIl NAKYNAHHH HKAPCLKOro 3acoly)

Homep peectpaifiioro nocsingenns UA/0672/05/01 crpok aii peecpauitinoro nocsiayenns HeoOM eXeHui

Cepin nixapcrkoro 3acoby Me 23K007B Kinnkics Bac3enoro fikapeskoro 3acoby 24270
Bupobuuk Eurensrapa Apusaimitrens I'm6X & Ko. KI', Himeuuuia
(HadMenypanng BpoGHHKY AIKAPCHLKOLD 3ac0GY. KPATHA NONOLRCHAR)
Beeaero B Vipainy Tpusarne akuiouepie rosapucyeo "HATYP®OAPM™, inent. von:
24930169

" (radimenyBsahns Ta ko 3a C/PHOY wpnamsinoi ocaGi-abo nphisie, iw's. mo farnrasi drithabo’
ocobH - nianphesu, f Miciie APORKIANIR T percTpaltiftngi Hosep Al IROAOT KRPTKYW ITHHES
nosarkin 860 cepla Ta HoMep senopTa)

MpoTokon sisyaastoro kontpomo sin 07.11.2023 X 3520/3.

3a pelynbTaTaMii  ACPRKABHOTO KOHTPOMO BCTRHOBAEHO. 1O nikapchkuit 3acid ameseHo B Ykpainy 3
nOTpHMaHHﬂMWal GIZ32KOHONABCTRA WO saBeaneyeHna AroeTi nikapopdAx 3acobis,
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Muxona XOJIOAEHKO

iIpoic) (nianue) (inininan TA Npisanne)
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ENGELHARD Arzneimittel GmbH & Co.KG -—--—-
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — =
ENGELHARD

Arznelmittel

CERTIFICATE OF ANALYS!S Ne 23K007B
CEPTUOIKAT AHANIZY Ne 23K0078

%*"FTroduct / NpoaysT: PROSPAN® COUGH LOZENGES, lozenges 26 mg, 10lozengesin 3 blister; 2 blisters |
in a cardhoard box with abelling in Ukrainian langusge/
NPOCTIAH® NACTARKA LN1A PO3CMOKTYBAHHA BiA KALIAK, nactunku Ann
PO3CMOKTYBEHMA Mo 26 mr, no 10 nactunok y 6rictepl; no 2 6nicrepn s
| ) HAPTOHHIEA KOpaBU 3 MapKYBAHHAM YKDalHChROIG MoBOID
Country-manufacturer/ Germany/
. Kpaina-BMpobHuK; ) Himeyunna
Registration Certificate number/ UA/0672/05/01 valid from 16.08.2019 - uniimited/
Homep Peectpauifinore : UA/OB72/05/01 aie 3 16.08.2019 - Beacrporoap
noceigyexns: : e i B -y
Strength/Activity/ llozenge contains: lvy leaves dry extract (Heder helix L} {5~7.5:1) 26 mg;
Cuna Qi AxruenicTs: extraction agent; sthanol 30 % {m/m}/ 1 nacrnna micrvrs: CYAMiA ekcTpakT
- { e nAlowa (Hedera hefix L) {5 — 7,5:1) 26 mr; excrpareHT: 30 % etanon (m/m)
 Batch/Cepln : ) 23K0078
| Batch size/Posmip cepii: 130190 packages /50190 ynaxoaok )
Manufacturing date/ 05/2023
Bara pupobhuugaa; B
| Expiry date/npyaatHuii ao: 08/2026 ]
Manufacturer/ Bupo6inik; Engethard Arznelmittel GmbH & Co. KG, Germany
Herzbergstrasse 3, 61138 Niederdorfelden, Gerrany/
Exrennrapa ApuHaimitrens Fm6X & Ko. KI, Himeuumna
Xepubepriutpacee 3, 61138 Hiaeppppc’benhmu, Himevunna
Manufacturing License/ DE_HE_01_MIA 2019 0074 from 06.12.2019/
Jliuenaia Ha BUPOBHKLTED! DE_HE_01_MIA_2019 0074 8in 06.12.2019 ]
Certificate of GMP compliance/ DE_HE_01_GMP_2022_0014 from 03.02.202 2/
Ceprudinar signosianoct DE_HE_Q1_GMP_2022_0014 8la 03.02,2022
GMP:
Art. No. /Agmkyn Neo: 670961 .
QCReport/ 40000060685
Jemswowtpomopkoer: |
Specification/Cneundirags: 70080 /05
Date of release of finished 17.10.2023
product / flava sunycky rotosoro
NpoayKTy - ;
%W’ AL1COT 05407 %
Bateh / Cepin 1 23K0078 page / cropinka 1 of f 34
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzhergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimitre!
| PARAMETERS SPECIFICATION RESULTS
NOKAIHMHMA CREUNDIKALLIA PEIYNBTATH
Description/Onue Yellow-brown hexangular lozenges with a taste of orange | Complies/
and mint. The lozenges may contain air bubbles/MKoeTo- Blanosigae
KOPWMHEBT LUBCTUKYTHE NACTMAKKM 3 CMaKom anesibtnHy Ta
| MeHTONY. MacTMNKM MOMYTL MicTirma GynsBatumm NosiTPA.
| Average mass of lozenge/ 2000 mg +5% /2000 mr £5% 2000 mg/2000mr |
Cepeana maca nactunrm:
Uniformity of mass of An individual mass of net more than 2 from 20 units Complies/
lozenges/OaHopiAnIcTL may deviate by no more than 5 per cent from the : 8lanosipae
| MacH NacTUAoK! average mass, but the mass of no one unit may hot
deviate by more than 10 per cent/IHanaigyansta
maca He Ginblue 2 3 20 OANHKLD MOXE BIAXUARTUCH He
Girbuie nim Ha 5 % Bin cepeaHLOT Mack, oaHaK maca
HOAHOT OAKMHILT HE MOKE BIOXUNATUCA BINLLE HIH HS
10 %.
. [dentification/ On the chromatograms of the sample solution and the Comgplies/
laenTvdikauin : calibration solutions obtained by quantitative determination Biaraelpae
Ivy leaves dry extract (5~ by HPLL, the retantion times of the peak of hederacoside C
7,5):1), extraction agent: must match,/Ha xpomatorpamax po3vMHy 3pa3ka Ta
ethanol 30% (m/m)/Cyxui KaniBpyBansHuX POJUMHIB, OTPUMAHWX Npw KINbKICHOMY
SKCTPBKT MCTA NAloWa ((5— | BU3Hauerni  MeToaom BEPX, uyaC  yTpUMYBAMHA niky
7,5]: 1), excTparedT: etanon xeBeparoaudy Cmag cninapatia.
30% (m/m)
Alternative method /AnbTepHaTMBHLIA meTog ;
' The sequence of zones on the thin-layer chromatograms of
i ‘the reference solution and the test solution should
5 correspond to the specification. Other zones may alse be
. present on the chromatogram of the test solution./ Nopsaok
30H  HA  TOHKOWAPOSMX  XPOMATOTRAMAX  POBMMHY
NORIBHANHA | BUNPOGOBYBAHOMD  PO3UMHY  NOBMHEH
signosigam cneumMdikaLi, Ha XpomaTorpami |
BUNPOGOBYA3HOTG POBUMHY MOMYTh BYTU NPUCYTHT TaKOM |
iHLL 30HW.
i Loss on drying/ "B~13 % 9%
BrpaTa & maci npn
| BuCywyBanHi -

Batch / Cepin : 23K0073

page/cropinka 26f /34
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

:@:

ENGELHARD
Arznelmittel
PARAMETERS SPECIFICATION RESULTS
TOKA3ZHUKM CNEUHDIKALIR PE3YNBTATHU
Microblological purity*/ Acceptance criteria should correspond to the criteria af Ph. | Complies/ ]
Mikpobionoriuxa yuctova* | Eur. 5.1.8.8 “Herbal medicinal products containing, for Bignosigae
example, extracts andfor herbal drugs, with or without
excipients, where the method of processing {for example,
extraction) or a pretreatment method for herbai drugs
! ensure the reduction of microbial cantamination to the lgvel
 established for this category.
Total aerobic microbial count (TAMC): maximum 5 - 107
CrU/g;
Total count of yeasts/molds (TYMC): maximum 5 . 102
CFU/g;
Blle-tolerant gram-negative bacteria: 10? CFU/g;
Escherichia coli absentin 1 g;
Salmonelia absent in 25 g, /
| KpuTepll npWiRATHOCTT NOBWHHI Blanosigatv Eap.
i dapm. 5.1.8,B, «flikapchki pocavHnil 3acobu, wo
MICTATL,  Hanpurnag, EKCTRAKTH /260 pocauHRy
CHMPOBMHY 3 AQNOMiMHMMK PRLOBWHAMK aB0 Bes Hux, g
AR ARWAX CNOCIE 0TPUMaHHA (Wanpukaag, excTpaxyla)
abo cnoci6 nonepeanboi 0Bpobku LAAR  pacnuHHol
CvpoBnMY  3abeaneuye  3meMWeHHA  MIKPOBHOrD
3afipyareHns Ao PiBHA, BCTanoeAeHoro ana el
HaTeropiis. !
3arankHe 4ncne aepobnmux Mikpoopranizmis (TAMC}:
MaKcHmanehe 5 - 10° Kyo/r
3aranbHe wUCNO APIKAMKGBIX T3 NAICEHEBUX rpufiis
H{TYMC): makcumanbHo 5 - 10° KYO/r;
Tonepantul go  wosul rpemueratrani  Baxtepii:
10? KYO/r; :
Escherichia colf sipcyTHicra 8 1 1)
" salmonello BincyTHICTs & 25 1. N
Assay/KinokicHe
BU3HAYEHHA: 3,3 mg/lozenge/
Hederacoside ' 1,3-6,5 mgflozenge/1,3-6,5 mr/nactunky 3,3 mr/nacmmary
C/Xeneparoang C
Ivy leaves dry extract {(5— 24,7~-27,3 mg/lozenge, that corresponds to 26 mg/lozenges | 25,9 mg/lozenge/
7,5):1), extraction agent: 5%/ 25,9 mrfnacrianky
ethanol 30% {m/m)/Cyxuit 24,7 =~ 27,3 mr/nactuncy, W Bianosinae 26 Mr/NacTUAKy
encTpaKT aueTA nalowwa ((5— | £5%
7,5} 1), excrparenT: erason 1
| 30% (w/m) E ]

* ~the test is carried out every tenth batch

OAHOMY pagy Ma pik.

Batch / Cepin : 23K0078

page / cropivka 3of /3 4

. at least onice a year /onanauennn nposogaTs BAR KOMHOT aecsTol capll, He ;:ii,qwe
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ENGELHARD Arzneimittel GmbH & Co.XG __..._

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — _—
ENGELHARD

Arznelmitee}
I'hereby certify that the above information is authentic and accurate. This batch of product has heen fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s}in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authgrization of
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Crpasmuinsd A NigTBepIKYI, WO BMILEBKAZAHA THbOpMALA € AGCTORIPHOI | TouHOH. Hata cepla npoaykry Gyna
pOBEARHA/BUTOTOBAGHE,  BHIIONAIOYM YNAKOBKY/M3PKYBEHHA T4 KOHTPOAL AKOCTL Ha BULLEBKAZAMOMY
BAPOGHITOMY MRROHMMKY B NOBHIM BianoBiAHOCT 3 BUMOramMM GMP, ecraHoBsneHuvM micLearm PETYARTOpHYM
OpraHoM, 3 Takow ¥ BlanaslaHoct 3i cneurdikalinmi, fki MICTRTLCA B peecTpaifiomy aocke KpaiHu-lmnoprepa.
FpoToxosi BUPOBHIKLTEY, YHBKOBKM Ta aHanisu fynu neperipen! ta scraHoseHo ix sianosigricrs GMP,

Toblas Glnther Datefara: 30.10.2023
Qualified Person/Yi4BHoBaMEeHa 0coBa

Batch / Cepin : 23K0078 page [ cropikka 4 of /3 4
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