AEPXUIIKCIIYIXBA
AEP)KABHA CJIYXKFBA 3 IKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

ByJI. bepesnskiscbka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.pov.ua, Koa €IPIIOY 37079055

BUCHOBOK
Npo AAKICTH BBe3eHOro B Y kpainy JliKapebKoro 3acoly

20.10.2021 Ne 61791/21/2611

INPOCIIAH® CHPOII B KALILIIO

(nalfimenypamis ikapcskoro 3acoby 3riaHo 3 peecTpauiiiuM NocBiueHsm)
cupon 1o 100 ma y pnakoni; no 1 ¢pakony pazom 3 MIpHOIO 4aIIKOI0 B KAPTOHHii Kopo6ui

(dopma BunyCKY, N03yBaNHS, BUA NaKyBaHHS Jikapcekoro 3acoGy)

Homep peectpauiithoro nocsinuensa UA/0672/02/01 crpox aif peectpauiitioro nocsinvenss 25.07.2022

Cepin nikapcrkoro 3aco6y Ne 20H054A KinbkicTh BBe3enoro nikapcesxoro sacoby 13255
Bupo6uurk Exrensrapa Apunaiimitrens I'm6X & Ko.KI', HiMmeaunna
(nafimenyBanns BupobHuKa nikapcskoro 3aco6y, kpaiHa MOXOMLKEIHS)
BeeseHo B Ypainy IlpusaTtue akuionepue roBapucrso "HATYP®APM", inenr. xoa:
24930169

(naitmenysanns ta koa 3a €JIPTIOY 1opuamunoi 0cobH abo npi3suie, iM'8, N0 6aTEKOBI PisuyHOT
ocobu - nianpuemus, i Micue NPeXUBaINS Ta peecTpauifinui HoMep 06/1iK0BOT KapTKH fuaTHKKa
noaatkis aGo cepis Ta HOMep nacropra)

Iperokon pisyansHoro kourpomo sig 20.10.2021 Ne 3691/5.

3a  pesynbTaTaMM QEpPXKaBHOTO KOHTPOMIO BCTAHOBICHO, (O mixapchkuit  3aci6 BBeseHo B Vkpaiwy 3

AOTPUMAHHAM BHMOT 3aKOHOJJABCTBA IIONO 3a6E3NIEUEHHS AKOCTI JiKapChK

Hauansuuk Miuxkona XOJIOJEHKO

(nianuc) (iniviany Ta npissnine)

{nocanosa ocoba op




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHARN3A i

Product / NipoayxT: PROSPAN® COUGH SYRUP, syrup, 100ml in bottle, 1 bottle in the set with
measuring cup in a cardboard box with labelling in Ukrainian language / s
NPOCTIAH® CUPON OT KALLAA, cupon, ao 100 mAa 8o dnakone, io 1 dnakoty e
ROMMASKTE € MEPHOWA 4aKol B KapTOHHON wopobke C MAPKMPOBKONA Ha
YHPAUHCKOM S3BIKe

Country-manufacturer / Germany /

Crpada-npon3soauntents: Fepmanna .

Registration Certificate number / | UA/0672/02/01 valid from 25.07.2017 6l 25.07.2022 /

Homep PerucipaunodHonn UA/OB72/02/01 aeiicieyeT ¢ 25.07.2017 pp 25.07.2022

CBUAETEALCTEA:

Strength / Activity / Cwna
Seictens [ AKTNBHOCTE:

1 ml of syrup contains 7 mg of vy leaves dry extract (Hedera helix L) (5—7,5:1),
extraction agent: ethanol 30%/

1 M cUpona CoaepKUT 7 Wi CYXOTo SKCTPaKTa AMCTLER Rimowa (Hedera helix L)
{5—7,5:1), suctparer: staHon 30% ‘

JinueHznA Ha NPOMZROACTRO!

Batch / Cepun 20H054A

Batchsizef Pasmep cepun: 87735 packages / yiiaHOBOK "

Manufacturing date/ 0872020

Jata nponzBogLeTea:

Expiry date / Toged ao: G7/2023

Manufacturer / Engethard Arzneimittel GmbH & Co. KG, Herzbergstrasse 3,- 61138

fNpouzeoguTens: Niederdorfelden, Germany / Qurenwrapa, Apunaitmuttens MibX & Ko. Ki,
Y¥epubeprumpacce 3, 61138 Hupepaopdenrgen, Fepmanna ’

Manufacturing License / DE_HE_01_MIA_2018 0015/1123.2 (Bey}—18|02(001)—N 55 from 17.04.2018/

DE_HE_O1_MIA 2018 0015/l 23.2 (Bey)—18)02{0031)—N 55 o7 17.04. 2018

Certificate of GMP compliance /
Ceprmudurar cOOTBETCTBUA
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019 /
DE_HE_01_GMP_2019_0045 ot 02.04.2019

Art. No. / Apmaryn Ne: 670532
QCReporif 040000051840
OTmeT O KOHTPORE Ka4eCTsa:

Specification/ Cnewpsdukauna: | 070040/18

Batch / Cepwma : 20H054A

page / cTpay




ENGELHARD Arzneimittel GmbH & Co.KG — —

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY =
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION _ RESULTS
AOKAZATENA CREUMNDUKALMA ‘ PEIYNBLTATHI
Characters / Onucanwne Light brown, slightly cloudy syrup with sweet, fruity taste and the | Compltes /

odour of cherty / CaeTho-kopuuHeesIi CAeTka MyTHRIA cvpon co | CooTBeTcTeYeT
CAZOKNM, GRYHTOSHIM BKYCOM M BULLHEBLIM 32MaXom. =

Density f Naotiecs 1,130 - 1,150 g/ml £ 1,130 — 1,150 v/ra. 1,133g/mlf
‘ 1,133¢/mn
3uauenue pH / pHmlue 4,0-5,5. 48

Batch / Cepwa : 20H054A




ENGELHARD Arzneimitiel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimitte)

. SPECIFICATION
. CNELUDUKAHNS

B

tdentity / geumuuHocTs

Iy leaves dry extract {5 —7,5:1) /
CyXOl HCTPAKT AMCTHES NoLUA
{5-7,5:1)

Potassium sorbate /
Kaaun copbar

The chromatograms obtained from the HPLC assay of the sample
and calibration solutions should show the same retention times for
hederacoside € / Xpomatorpammb, [OAYYEHHLIE npw
onpegeneHun  meTopom BIMX npu  MCNoABE3CBaHUM
obpazud W KamuGpOoBOYUHLBIX  PACTBOPOE  AOAMHMLI
APMOCTPUPOBATL OAMHAKOBOE BPEMA VAEPMWBAHWA OAA
xegepanosuga C.

Alternative method / AnbTepHaTHBHLIA METOS,

The sequence of zones present in the thin layer
chromatograms obtained from the reference solution and
the test solution should correspond ta the specification.
Other zones may be present in the chromatogram obtained
with the test solution / MopsgoK 30H, NPELCTABACHHBIA B
TOHKOCAOHHEIX  XPOMATOrpammax, NOAYYEHHBIA w3
3TAAGHHOD M TECTOBROrG  PAacTROPOB,  JOAMEH
COGTBETCTEOBATH cneundmnKkalyvn. dpyrue 30H61 moryT Gelth
ApencTagAeHel B XpOMaTorpamme, MOAYMeHHOR w3
TECTOBOrC pacTsopa.

The chromatograms obtained from the HPLC assay of the
sample and calibration solutions should show the same
retention times for potassium sorbate / Xpomatorpammel,
poaAyuyeudsle ApW onpeaseneHun metogom BIHMX ana
pacTeopoe 0B6pasua 1 KanMGpoBEOYHOTe PACTBOPA ACAKHDI
APMOCTDUPOBaTL OJMHAKCECE Bpemsa YAEPMWBAHWUA ANA
waausa copbava.

Complies /
CooTRETCTBYET

Complies /
CooTBeTCTBYET

Microbiological
Muxpobuonorieckan
umcroTa®

purity*  /

Total asrobic micrabial count not mare than 10 CFU/m;

Total combined rmouids/ yeasts count not more than 0% CFU/ml.
Specific microorganisms:

Ahsence of £. coliin 1 ml;

Absence of Saimonellz in 25 mil;

Not more than 10%/mi of biletolerant gram-negative bacteria.

Ofuwiee KOAMMECTED a2PO6HLIX  MWKDOCPFaHM3MOE He
Gonee 10° KOE/mn;

Ofee KOAVYECTBO TAECHEBLIX N APOHCKESBIX fPHbos He
Gonee 107 KOE/mA.

Cneunduueckne MUuKpocpraHn3mMel.
Oteytcteue £. colis 1 mn;

Orcyiciaue Salmonelic B 25 wmA;

He foaee 10°/ma  TPaMOTPULETENBHBIX
YCTORUMBBIX K EICTBNIO MEeAYN.

BakTepuii,

Complies /
COOTBETCTBYRT -

Assay [ KopuuecTeesHoe
onpepeneHue

Ivy leaves dry extract (5~ 7,5:1} /
CyXoiA SKCTPAKT AMCTHES NAIOWA
{5-7,5:1)

Potassium sorbate /

Kaawa copbat

6,65—7,35mg/ml (7,0 mefml £ 5%) /
6,65~ 7,35 mrfman (7,0 mrfran £ 5 %)

1,21 -1,47 mgfmi {1,34 mg/ml £ 10 %) /
1,21 — 1,47 mar/man (1,34 mr/wn £ 10 %)

706 mg/ml f
7,06 anr/onn

* _the test is carried out in every tenth batch, but not less than once per year f TecT fZ0BOMMTCA Ha Kal

pese 0AHOro pasa & fof,

Batch / Cepua : 20H054A




ENGELHARD Arzneimittel GmibH & Co KG =l A N—
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY ""\.."J_
ENGELHARD

Arzneimittel

a

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site {s} in full compliance
with the GMP requirements of the local Regulatary Authority and with the specifications in the Marketing

Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Hacroauwmm A NOATBEPHAND, UTO BblLLEYHAZaHHAA MHGOPMAaLNA ABAAETCA AOCTOBERHOM 11 TOUHOH. fanHaa cepia npoayKTa
6blna  MPOVIZBEAEHA/MSTOTORNEHE, BXAIOYAA VNAKOBKY/MBPKVPOBKY WM KOMTROAL KAYECTEd, Ha  BHRMEYKAIAHHGH
NpOV3BOACTEEHHON AACLMAAKE B NOAHGM COGTBETCTEMH € TREGOBaHNAMI GIVIP, YCTRHOBAGHHBIMI MECTHEIM ReTYNIATODHbBIM
OpFaHOM, 3 TalHe B COOTBETCTBUAY CO CNELMGUKALIARMI, KOTOPbIE COASPMKETOA B NEMMCTPALMCHHOM SOCHE CIRaHbHMNCRTERA.
fpoToKCABI NPOMIBOACTES, YNAKOBKM W aHaAn3LI BbuUik NPOBEPEHBI M YCTAHOBAEHO WX ConTBETCTBHE GMP.

Date / Bara: 31.08.2020
Gualified Person / YaoaxomoueHHOE AMUO

Batch / Cepua : 20H054A




ENGELHARD Arzneimittel GmbH & Co.KG ey

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — i —
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKA3ZHUKK CNEUMDIKALLIA PE3Y/ILTATU
Microbiological purity*/ Total aerobic microbial count not more than 10* CFU/ml; Complies /
Mikpo6ionoriyna Total combined moulds/ yeasts count not more than 10? | Bignosinae
yucrora*® CFU/ml.
Specific microorganisms:

Absence of E. coliin 1 ml;
Absence of Salmonella in 25 ml;

Not more than 10? CFU/ml of bile-tolerant gram-negative
bacteria.

3aranbHe 4YUCNo aepobHUX MIKPOOPraHismis: He
Ginbwe 10% KYO/mn;

3arancHe uMcno ApiPKAXKOBUX Ta nniceHesnx rpubis:
He Binslwe 10* KYO/mn.

CneumdiyHi mikpoopraHismu:

BiacyTHicte E. colis 1 mn;

BigcyTHicTe Salmonella B 25 mn;

TonepaHTHi A0 KOB4Yi rpamueratmeHi Daktepils He
Binbwe 10? KYO/mn

Assay / KinbKicHe

BHM3IHAYEHHA

Ivy leaves dry extract (5 — 6,65—7,35 mg/ml (7,0 mg/mi£5 %) / 6,99 mg/ml/
7,5:1) / Cyxuid ectpakt aucta | 6,65 —7,35 mr/mn (7,0 mr/mn +5 %) 6,99 mr/mn

nmouia (5—7,5: 1)

Potassium sorbate / 1,21-1,47 mg/ml (1,34 mg/ml £ 10%) / 1,36 mg/ml/
Kanito copbat 1,21-12,47 mr/mn (1,34 mr/nan + 10 %) 1,36 mr/mn

| hereby certify that the above information is authentic and accurate. This batch of product has been 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 Authorization of

the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

CnpasxHiv 8 NiATBEPAMKYIO, WO BUWEBKasaHa iHbopMalis € A0CTOBIpHOIO | TouHOO. [laHa cepia NpoayKTy 6yna
NPOBEAeHa/BUrOTOBABHE, BHNIOMAIOUM YNAKOBKY/MapKyBaHHA Ta KOHTPOML AKOCT, H3 BULLEBKA3aHOMY
8MPOBHMHOMY MBIAaHYMKY B NOBHIW BignosigHOCT 3 Bumoramu GMP, BCTGHOBNEHWMMW MICUEBUM PENYAATOPHUM
OpraHom, a TakoX y BignosigHocTi 3i cneundikauiamu, AxKi MICTATLCA B PEECTPALIRHOMY [OCE KpaiHW-iMnopTepa.
MpoTokonu BupoBHULTBa, YNaKoBKM Ta aHaniau Bynu nepesipeHi Ta BCTaHOBNEHO iX BIANOBIAHICTe GMP.

A

Sabine Schuricht-Parsch
Qualified Person/YnosHosaxeHa ocoba

Nt -
N -

Batch / Cepin : 22B078A page j-Topinka 257/ 33
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JEPAUJNKCITYKBA
JAEPKABHA CJIYXBA 3 JIIKAPCHBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Bysi. bepesuskiscbka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPTIOY 37079055

BHCHOBOK
Npo AKICTH BBE3eHOro B Ykpainy Jikapcbkoro 3acoby

20.07.2022 Ne 27717/22/2611

INPOCIHAH® CHPOII BLJI KAILLJIIO

(naliMeHyBaHHA NiKAPCLKOrO 3aco0y 3ri/IHO 3 PEECTPALIHHMM NOCBiAMCHHAM)
capon no 100 ma y dguraxoni; no 1 paaxony pazom 3 MipHOI0 4AMKOK0 B KAPTOHHIK
KOopooui

(popma BHnyCKy, JO3YBaHHA, BHI NAKYBAHHA JIiKapCEKOro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/0672/02/01 crpok nii pecerpauiiinoro nocsinuenns 25.07.2022

Cepis nikapeskoro sacoGy Ne 22B078A KinskicTs BBesenoro nikapeskoro 3acoby 34800
Bupobuuk Enrensrapa Apunaiimitrens ['m6X & Ko KI', Himeuuuna
(naiimenypanns BupobGHUKA Jikapcbkoro 3acoby, KpaiHa MOXomKeHHS)
Beeseno B Vkpainy IlpusaTHe akuionepue TrosapucTso "HATYPOAPM'", inenr. xon:
24930169

(nafimenysauns ta xon 3a €/IPIIOY opuamunoi ocobu abo npissuuue, im's, no Garekosi
(hisnunof ocobu - minnpuemus, il Micue npoxuBaHHs Ta peccTpauirdnii Homep obnikoBoi
KApTKH IUIATHHKA nojarkis abo cepis Ta HoMep nacnopra)

3a pesyisTataMM IEPKABHOIO KOHTPOMIO BCTAHOBAEHO, WO Jikapcekuii 3aciG BBeseno B VYkpainy 3

AOTPHMAHHAM BHMOr 3aKOHOAABCTBA WIOAO 3abe3neueHHs AKOCTi JiKa 3acobiB.

Vil
Mukona XOJIOJEHKO

(nianuc) (ininianu Ta npiseuuLe)




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

=M=

Kaniwo copbar

same retention times for potassium sorbate/Ha
XpoOmMaTorpamax po3uuHy 3paska Ta KanibpysanbHux
PO34MHIB, OTPUMAHMX NPU KINBKICHOMY BW3HAYEHHI
meTogom BEPX, wac yrpumysaHHA niky kaniio copbarta
MaE cnienagatu.

ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION - RESULTS
NMOKA3HUKH CMNEUNDIKALIA PE3Y/IbTATH
Characters / Onuc Light brown, slightly cloudy syrup with sweet, fruity taste and | Complies /
the odour of cherry / Caitno-kopuuHeswid negs myThuia | Bignosinae
cupon i3 conogrum GPYKTOBUM CMEKOM Ta BUILHEBUM
3anaxom.
Density / N'ycrvna 1,130 - 1,150 g¢/ml / 1,130 — 1,150 r/mn. 1,134 g/ml/
1,134 r/mn
pH-value / pH 4,0-5,5. 4,7
Identity / laentudirauin The chromatograms obtained from the HPLC assay of | Complies /
Ivy leaves dry extract ((5 - the sample and calibration solution must show the | Bianosigae
7,5):1), extraction agent: same retention times for hederacoside C,/ Ha
ethanol 30 % m/m/Cyxuii XpoMaTorpamax po3uMHy 3paska Ta KanibpysanbHux
eKCTPAKT AMCTA NAOWE ((S— | PO3UMHIB, OTPUMAHNX NPU KINbKICHOMY BU3HAYEHHI
7,5): 1), exctparenT: eTaHon | metogaom BEPX, 4ac yTpumyBaHHA Niky xeaepakosnay
30 % (m/m) C mae cnienagatn.
Alternative method / AnbTepHaTUBHWIA METOA
The sequence of zones present in the thin layer
chromatograms obtained from the reference solution
and the test solution should correspond to the
specification. Other zones may be present in the
chromatogram obtained with the test solution /
MocniaosHicTe 30H, BigobpameHa Ha TOHKOWaPOBUX
XpomaTtarpamax, OTPUMaHWX i3 EeTanoHHoro Ta
AOCNIAMKYBAHOrO PO3YMHIB, NOBUHHO BIANOBIAaTK
cneyundikauii. IHwi 30HU MOMyTb GyTM HaABHI Ha
XpomaTorpami A0CHi4KYBAHOTO PO34UHY.
The chromatograms obtained from the HPLC assay of | Complies /
Potassium sorbate / the sample and calibration solutions should show the | Bignosipae

Batch / Cepin : 22B078A




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD
Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHANIZY

Cwna pii / AKTUBHICTD:

Product / NMpogykT: PROSPAN® COUGH SYRUP, syrup; 100 ml in bottle; 1 bottle in the set with
measuring cup in a cardboard box with labelling in Ukrainian language /
NPOCMAH® CMPON BIL KALLNIO, cupon; no 100 mn y pnaxori; no 1 gnakoxy &
KOMM/IEKTI 3 MIPHOIO YalUKOID B KapTOHHIN KOpoBuj 3 MapKyBaHHAM
YKPAIHCbROK MOBOKD

Country-manufacturer / Germany /

KpaiHa-supobHmk: HimeuunHa

Registration Certificate number / | UA/0672/02/01 valid from 25.07.2017 till 25.07.2022 /

Homep PeecTpayiiHoro UA/0672/02/01 pje 3 25.07.2017 po 25.07.2022

nocBiAYEHHA:

Strength / Activity / 1 ml of syrup contains 7 mg of lvy leaves dry extract (Hedera helix L.) (5—7,5:1),

extraction agent: ethanol 30%/
1 MmN cupony MICTUTL 7 MF CyXOro eKCTPaKTy amcTa narowa (Hedera helix L) (5 =
7.5:1), excrpareHT: etanon 30 %

Batch / Cepin : 22B078A

Batch size/ Po3mip cepii: 48120 packages / ynakoBok
Manufacturing date/ 02/2022

[Aata supobHuurea:

Expiry date / Npuaathuia go: | 01/2025

Manufacturer / BupobHuk:

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Evrensrapg ApuHanmitrens fmeX & Ko. K
Xepubeprwrpacce 3, 61138 Hinepaopdenvaen, Himeuunna

Manufacturing License /
Niuen3sin Ha BMpobHULTBO:

DE_HE_01_MIA_2019_0074 from 06.12.2019/
DE_HE_01_MIA_2019 0074 sig 06.12.2019

Certificate of GMP compliance /
Ceprudikar signosigHocri
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2019_0045 sig 08.04.2019

Art. No./ Aptukyn Ne: 670532
QCReport / 400000055400
3BIT 3 KOHTPO/IKO AKOCTI:

Specification/ Cneuudirauia: PVD70040/19
Date of release of finished 28.02.2022
product / flata BUnNycKy rorosoro

NPOAyKTY

Batch / Cepin : 22B078A
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