JAEPXJIIKCITYXBA
AEPKABHA CIHYXKBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJsl. bepeznsaxiecrka, 29, Kuir, 02098, ren./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37079055

BHCHOBOK
PO SIKICTH BBe3eHOT0 B Y KpaiHy JikapchKkoro 3acoly

21.12.2020 Ne 71448/20/26

IMPOCIIAH® INACTWIKH JUISI PO3CMOKTYBAHHS BIJJ KAIUJIK)

(HafiMeHyBaH®BA JIKapcLKOTO 3acoby 3rinHO 3 peccTpaniHHKM NOCBiANEHIAM)
DACTHIKYA A5 PO3CMOKTYBAaHHA 1o 26 mr, mo 10 macrunok y Guricrepi; mo 2 6aicrepu B
KapToHHiil Kopobni

(hopma BUMyCKY, ZO3YBAHHS, BU/ NAKyBAHHA NIK2PCLKOTO 32C06Y)

Howmep peectpauitirors nocsimuenus UA/0672/05/01 crpok nii peectpauiiinoro noceiauenns HeoOMeXKeHMH
Cepin nikapeskoro sacoby Ne 20K002D KinskicTs BBe3eHOrO nixapeekoro sacoby 5760

BupoGuux Enrensrapn Apusaiimirrens I'm6X & Ko. KT',, Himeyunna

(vakmeHyBaHHs BUPOGHUKA NiKAapCLKOrD 3acoby, KpaiHa NOXOMKEHHA)

Beeseno 8 Ykpatuy IIpuBarne akuionepue Topapucreo "HATYPOAPM", inenr. scon:
24930169

(1afmenysauns Ta ke 3a €APTIOY opuanunoi ocobu abo npizsriue, iM'a, no 6aTeKoBI (hizHuHOT
ocobu - mianpuemus, i Micle NPOXUBAHHE Ta peecTpauifiHnil Homep 06niK0BOT KAPTKM fINATHHKA
nenarkis abo cepis Ta HOMep nacnopra)

IpoTtokoa Bizyaasuoro kourposo sin 21.12.2020 Ne 4076/5.

3a pesynbTaTaMK OEPKABHOMO KOHTPOJIO BCTAHOBIEHO, WO Jikapchbkuii 3aci® sseseno B Ykpainy 3
AOTPHMAaBHAM BUMOr 3aKOHOAARCTRA M10/0 3abe3neuens AKOCTI MKapCLiHX 3acobis,

HauanoHuk

¥ Muxona XOJIOIEHKO
\_-_t_ z

[}
{miaonuc) (imiuianu Ta npizsume)

{nocanosa oco




/}éf A AT

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

4
==

ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS Ne XXX
CEPTUOUKAT AHANTNU3A N2 XXX

Product / MpoayKT:

PROSPAN® COUGH LOZENGES, lozenges 26 mg, 10 lozengesin a blister; 2 blisters
in a cardboard box with labelling in Ukrainian language/

TIPOCTIAH® MACTWUNKW 151 PACCACHIBAHWMA OT KALLUIA, nactmakk anAa
paccackigaHua no 26 mr, no 10nactwnok B Baucrepe; no 2 6ancrepa B
KapTOHHOW KOPOBKE C MapKMPOBKOK Ha YKPanHTKOM A3bIKe

Country-manufacturer/
CTpaHa-npou3asoauTeb:

Germany/
fepmaHuA

Registration Certificate number/
Homep PerucrpayMoHHOro
CBUAETENLCTRAL

UA/0672/05/01 valid from 16.08.2019 - uniimited
UA/0672/05/01 peictayet ¢ 16.08.2019 - BeccpoyHo

Strength/Activity/
Cuna pecTenAa/AKTUBHOCTD:

1 lozenge contains: vy leaves dry extract (Hedera helix L) (5-7,5:1) 26 mg;
extraction agent: ethanol 30 % {m/m)/1 NacTusKa COARPHKMUT: CYXON IKCTPAKT
nvcTbes nakowa (Hedera helix L) (5 — 7,5:1) 26 mr; skctparenT: 30 % 3TaHon

(m/m)

Batch/Cepun : 20K002D

Batch size/Pasmep cepuu: 37530 packages / ynakosok

Manufacturing date/ 09/2020

[ata npouspoacrea:

Expiry date/loneH Ao: 08/2023

Manufacturer/ Engelhard Arzneimittel GmbH & Co. KG, Germany
MNpowu3BoanTeNb: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/

Jurensrapa ApuHaimutrens TmBX & Ko. K, Nepmanna
Xepubeprwrpacce 3, 61138 HuaepaopgdenvaeH, fepmanna

Manufacturing License/
JIMLEH3UA Ha NPOWU3BOACTBO:

DE_HE_01_MIA_2019_0074/l 232 18 L 1801 / 11748 from 09.12.2019
DE_HE_01_MIA 2019 0074/1i 23.2 18118.01/1174-8 0109.12.2019

Certificate of GMP compliance/
CepTUOUKAT COOTBETCTBUA
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE_01 GMP_2019_0045 oT 08.04.2019

L

Art. No. /Apmuryn Ne: 670961
QCReport / 040000052168
OTUET O KOHTPO/E KAUEeCTsa:
Specification/CneupduraLima: 070080/04

%
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Batch / Cepwn : 20K002D
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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orange and mint. The lozenges may contain air bubbles/
HeNTo-HOpUIHEROrO LIBETA LLECTUYTONLHbIE NAaCTU/KM CO
cnabbim BRYCOM anenbcrHa v maTbl. MacTiaky moryT
COARPMKATH NY3LIPEKM BO3AYXA.

ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS -
NOKA3ATENN CNELUNDPUKALINA PE3YNbLTATEIL
Description/QOnucaHue Yellow-brown hexangular lozenges with a slight taste of Complies/CooTBeTc

TBYET

MNoTepa B Macce Npu
BbICYLIMBAHNMK

Average mass of lozenge/ 2000 mg 5% /2000 mr £5% 1970 mg/ mr
CpeaHAas macca NacTuiKu:
Uniformity of mass of An individual mass of not more than 2 from 20 units | Complies/
lozenges/OaHopoarocTe | may deviate by no more than 5 per cent from the | CootsetcTayer
Macchbl NACTUNOK: average mass, but the mass of no one unit may not
deviate by more than 10 per cent/MHausuayanbHan
macca He Bonee 2 u3 20 eaAUHKUL, MOXKET OTKNOHATLCA
He Bonee Yem Ha 5% OT cpelHen maccbl, OAHAKO
Macca HM OAQHOW eauHULLbI HE MOXET OTKAOHATHLCA
tonee yem Ha 10 %.
|dentification/ On the chromatograms of the sample solution and the | Complies/
MaoeHTudMKauma calibration solutions obtained by quantitative determination | CooTsetcTayer
lvy leaves dry extract ((5- by HPLC, the retantion times of the peak of hederacoside C
7,5):1), extraction agent: must match./Ha xpomatorpammax pacteopa oGpasua w
ethanol 30% {m/m)/Cyxoin KanMbpoBoOYHbIX pacTBOPOB, NONYYEHHBIX npu
IKCTPAKT AMCTLEs NoLWA {(5 | KonKuecTBeHHOM onpeaeneHin meTofom BIXKX, spemera
—7,5): 1), skeTpareHT: 3TaHo | YAEPrKUBaHWA NUKa xedeparo3zuda C A0NHb! COBNaAaTh.
30% (m/m)
Alternative method /AnbTepHaTUBHbIA METOA
The sequence of zones on the thin-layer chromatograms of
the reference solution and the test solution should
correspond to the specification. Other zones may also be
present on the chromatogram of the test solution./Mopaaok
30H Ha TOHKOCAOWHbLIX Xpomatorpammax —pacrsopa
CpaBHEHWsE W WCMBITYeMOro  pacTeopa  AO/KeEH
COOTBETCTBOBATH CneumduKauumn. Ha xpomaTtorpamme
UCNbITYEMOrO  Pacteopa MOryT MNPUCYTCTBOBAaTL TaKie
Apyrie 30Hbl.
Loss on drying/ 8-13% 10%

Batch / Cepun : 20K002D
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ENGELHARD Arzneimittel GmbH & Co.KG . ——-—
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY - i
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
'NMOKA3ATENIU CNELLUDOHUKALIMA PE3Y/IbTAThHY
Microbiological purity*/ | Acceptance criteria should correspond to the criteria of Ph. | Complies/
MuKpobuonornyeckan Eur. 5.1.8.8 “Herbal medicinal products containing, for| CooTsercTByeT
uucToTa* example, extracts and/or herbal drugs, with or without
excipients, where the method of processing (for example,
extraction) or a pre-treatment method for herbal drugs
ensure the reduction of microbial contamination to the level
established for this category.

Total aerobic microbial count (TAMC): maximum 5 - 10
CFU/g;

Total count of yeasts/molds (TYMC): maximum 5 - 10?
CFU/g;

Bile-tolerant gram-negative bacteria: 10* CFU/g;

Escherichia coliabsentin1g;

Salmonella absentin 25 g. /

KpuTepuu NpUemnemocTi A0JIHKHbI COOTBETCTBOBATL
Esp. ®apm. 5.1.8.B. «PacTuTenbHele NeKapcreeHHbIe
CPeACTsa, CoAePKaLLMe, HANPUMED, SKCTPaKTb! u/uau
pacTuTesbHOe  Cohlpbe, C  BCMOMOraTe/bHbiMK
gewlecTBamu unu 6es Hux, ANA KOTopbix crocob
MOMYYEHWA (HarpuMep, IKCTpakuwa) man cnocob
npeggapuTenbHon obpaboTkU ANA  PacTUTeNibHOro
cbipba  obecnedynsaloT  ymeHblieHue MUKpobHoro
3arpA3HeHUA A0 YPOBHA, YCTAHOBNEHHOTO AAa 3TON
KaTreropumy.

O6uiee uncno aspobHLIX MUKpoopraHusmos (TAMC):
MaKcmmanoHo 5 - 10 KOE/r;

O6uiee YMCNO APOMIKEBBLIX W NAecHeBblx rpubos
(TYMC): maxcumanbsHo S - 10° KOE/T;

TonepaHTHbIE K Kef4KM  PamoTpUuaTeNbHble
GakTepuun: 10% KOE/T;

Escherichia coli otcytctBue B 1 1;

Salmonella otcyrcrane 8 25 1.

Assay/HonuuecTBeHHOR
onpeagneHue: 3,3 mg/lozenge/
Hederacoside 1,3 6,5 mg/lozenge/1,3 —6,5 mr/nactunky 3,3 mr/nactmnky
C/Xepepakosnn C

lvy leaves dry extract ({5 — 24,7- 27,3 mg/lozenge, that corresponds to 26 mg/lozenges | 26,5 mg/lozenge/
7,5):1), extraction agent: + 5%/ 26,5 mar/nactnky
ethanol 30% {m/m)/Cyxoi 24,7 — 27,3 Mr/nactunry, 4ro COOTBETCTBYET 26 mr/nacTmnary
3KcTpakT avictseB lowa (S 1 +5%

—7,5): 1}, 3KCTpareHT: 3TaHOA
30% (m/m)

* —the test is carried out every tenth b};_dfr"fjga_s,t Ghté_a year fonpegnenmne NpoBOAAT Ha KaOoM [IECATOM CepyM, He pexe
OAHOrO pasa B rof, & g :
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ENGELHARD Arzneimittel GmbH & Co.KG —-—-
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY —. —
ENGELHARD
Arzneimitte]
| 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 Autherity 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.

HacToAwyM A NOATBEPHAAID, YTO BbllleyKasaHHaA MHGOPMaUMA ABAETCA NOCTOBEPHON 1M TOMHON. [laHHaa cepun
npogykta 6blia NPOW3BEASHA/V3TOTOBAEHE, BHIKOYEA YNAKOBKY/MApPKUMPOBKY W KOHTPO/b KadecTsa, Ha
BbllLEYKa3aHHOM NPOU3BOACTBEHHON NNOLLAAKE B NONHOM COOTBETCTBUK ¢ TpebosaHuaMI GMP, YCTaHOBNERHbIMK
MECTHbIM PETYNATOPHbLIM OpPraHom, a Takke B COOTBETCTBMKM CO CNelMPUKaLMAMM, KOTOpble COoAepMaTca B
PEerMcTpaLoOHHOM 0Cke CTPaHb-MMNOPTEpPA. MPOTOKO/ b NMRPCKU3BOACTEA, YIAKOBKM 11 aHa/13bl b1 MPOBEPEHSI U
YCTaHOB/IEHO UX cooTBeTCTBUE GMP.

“Karl Buch Date/flaTta: 17.11.2020
Qualified Person/YnonHoMo4eHHoe N1Uo
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