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JTEPYXABHA CJIV>KBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npos. Hagii Ceitanynoi, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK'

12.12.2023 Ne 63940/23/26

NPOCNIAH® ®OPTE TABJETKM UIMIYYI BINKAILIO

(Haﬁucnysanm NiKapeEKOro 3aco0y arLHO 3 pewrpamﬁnﬂu noceinuensam) =
Tabnerku muny4i no 65 mr, mo 1 Tabaeruiy came; no 2 cawe cnomy=eni 8 nepdoposannii
CTPHIL; 10 S CTPHIIB y KAPTOHMHiH Kopobui

(dopma surycky, R03YBAHHE, BUE NAKYBAHHR KAPCHKOTO aamﬁy)

Howmep peectpaitinoro nocsinyenns UA/12942/01/01 crpok aii pecetpauifinoro nocsinuenns HeOBGMEKEHUH

Cepis nikapcwkoro zacoby Ne 23H041A KinbkicTs BBeaeHoro nikapeskoro sacoby 25200
BupoBuuk E‘Hrmrap,u Apunaimirrens I'MOX & Ko. KI', Hiveyuuna
(Hafmeny Btz BHPOOHHKE mxapchmm 3ac00Yy, KpaTHA MOXONKCHHE)
BeeseHo B Ykpainy IIpusarie axuionepne Tosapucrso "HATYPOAPM" inent. xon:
24930169

(nakmerysanus Ta kon 3a CAPMIOY wpu.ummé: ocobu abo npmu 1€, M's, no GartLroni ﬂ:iuumm’f
ocobu - nianpuemits, i Micte npm!mnamm T4 peecrpauifinid Homep 06ikoRoT KapTKH NNATHHKA
nozatkip abo cepin Ta HOMep nacriopia)

IpoToxon BisyaneHoro kourponio sin 12.12.2023 N 3948/4.

3a pesyjbTaTaMK [EPXKABHOTO KOHTPOJKY BCTAHOBJIEHO, UI0. Rikapcokuil 3acib meezeno B Yxpamy 3
ACTPHMAHHAM B%ﬁl‘.‘!@éﬂﬁﬁmma wono 3adesneHeHHa AKOCTI Aikapchkux 3aCok JiB. '

Muxona XOJIOIEHKO

(mianiuc) (iuiuiany Ta npizsyue)

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

;

ENGELHARD
Arzneimittel

CERTIFICATE OF ANALYSIS N2 23HD41A

CEPTUDIKAT AHANI3ZY Ng 23H041A

Product/lponyxr:

1tablet in sachet; 2sachets connected in a perforated strip; 10 strips fn a
| cardboard box with labelfing in Ukraintan language/ |
MPOCHAH® SOPTE TAB/IETKU LMY BIA KALIMIO, TabneTin Wwrnysd no
65 mr, no 1T1abnerui y cauie; no 2 tawe crnoayseni 8 nepdopobannit
CTpun; no 10 crpunis y KapTouHii kopobui 3 MIRKYBEHHAM YKPaTHCOKOIO
MOBOHD

| PROSPAN® FORTE EFFERVESCENT COUGH TABLETS, effervescent tablets 65 mg |- -

e

i,

Countrwnanufactufef?
KpaiHa-BnpoBHuk:

_ M"':'*E-Gennany/

£

‘HimeyuurHa

Repistration Certlficate number/
Homep Peecrpauifinoro
NOCBiAYeHHA:

UA/12942/01/01 valid from 21.03 2019 - unlimited;
UA/12842/01/01 pje 3.21.03.2019 - 6escpoxoso

Strengthjﬁ,cti\fit‘b‘/
Cuna gii/ AxtusnicT:

1 effervescent tablet contains 65 mg of ﬂ'_zé'_iw leaﬁéﬁﬁiy extract (Hedera helix
L) (5-7,5:1); extraction agent: ethanol 30 % (m/m}/ Lvabnerka wuny4a micturs

65 M Cyxoro excTpakty amem fnowa (Hedera helix L) (5 — 7,5:1); excrparent: |

4
n

| | erarion 30 % (m/m)

Batch/ Cepin ; __ | 23H041A |

Batch size/ Poamip cepli: _| 85.070 packages/35.070 ynaxosok

Manufacturing date/ 0772023 |

Hats enpobiRylrsa:

Expiry date/ Npuwaarsuid go: 06/2026

Manufacturer/ Bupo&ruk: Engelhard Arzneimittel GmbH & Co, KG
' Herzbergstrasse 3, 61138 Nlederdorfelden, Germany/

{ EHrenbrapg Apusaiimurrens ['mb6X & Ko, KIr
o | XepuGeprutpacee 3, 61138 Higeppopdenbney, Himedsnna

Manufacturing License/ | DE_HE_O1_MIA_2019_0074 from 06.12.2015/

Nliuen3ia Ha BUpoBHULTES: DE _HE 01 _MIA 2019 00748in 06122019 »

Certificate of GMP compliance/ | DE_HE_01_GMP_2022_0014 from 03.02.2022/
Ceptudinar ianosignocri DE_HE_01_GMP_2022_0014 sig 03.02.2022

GMP; ' | |
Art, No. / Aptiarys Ne: 670362 A
QC Report/ 010000110039

381 3 KOHTRO/MIO AKOCTE:

Specification/ Cneupdlauia: | 70030/10

Date of release of finished 19.09.2023

product / [lara sunycky rotosoro

rposyKTy _ '
Batch / Cepis : 23H041A page / cropiva Lof /34

s /fj
5. /217
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ENGELHARD Arzneimittel GmbH & Co.KG

Herzbergstrasse 3, 61138 Ni

ederdorfelden GERMANY:

i 1

-ﬂ‘f_ﬁféﬁ %@; ; i T Py . ..;'.:‘:_‘

Iﬁy-'ieﬁaves dry extract {{S—7,5):1),
extraction agent: ethanoi 30%

solutions obtained by quantitative determination by HPLG, the
retantion times of the peak of hederacoside € must match,/ Ha

Description/Qnnc

Dlssolving produces 3 slightly opalesceit, yellowish-green solition

with @ sweet orange flavor. / Kopuuiosan 3 BrHpanneHHasn nig

mapnyp, Koyl vabremad 3 poanlniosanceolo puckom. Tgn

PO3HMHERH  YIBODIOETLCH  371ETKA  ONANECUEHTHWM  POSHMH

HOBTYBATO-3E/1BHOND KONLOPY 13 CO/OAHHAM CMAKOM BRENBCUHY.
Avarage mass/Cpeaps macd 1950 mg £ 5%/1950 mr £ 5% 1943 mg/1943 mr
Tabnetm - —— i
Resistance to crushing/ Onip | Not less than 30 N/He mexee 30 N Complies/ Bigfioalase
Npn po3nasnueaxHl _ |
Disintegration/ Not tnore than 5 min./He Bonee 5 mun. Complies/ Bianoslaase
PosnagaHus N L
Unifarmity of mass of tablets | An individual mass of not more than 2 from 20 unics may | Complies/ Biarosisae
/OpHopianicts mack devlate by no more than 5 per cent from the average mass,
TabaeroK hut the mass of one unit may not deviate by more than

10 per cent/ InavslayansHa maca He Binowe 2 3 20 oguHMUDL

mome Bigxunatuca He Binowe vim Ha 5% eip cepenhnol

MacH, OfHaK Maca OHHOT OAMHML] HE MOME BIAXHARTUCH

Ginpuwie vix Ha 10 %, B
id nbixauis On the chromatograms of the sample salution and the calibration | Complies/ Bignoslgae

{m/m)/Cypid excrpane e XPOMETOIPAaMaX POuMHY 3paska Ta KaniBpysanuii posumHis,
nniowa {(5-7,5): 1), encrparerm: | oTpuMaHMX Npu KabkicHOMY BUZHEYEHHI metoaom BEPX, dac
etanon 30% {(m/m) YTPUMYBAHHA Niky xedepaxoaudy C Mas crisnagary.
Alternative method/Ansrepraruensii méron
The sequence of zones on the thin-layer chromatograms of the
referengce solution and the test solution should comespond to the
specification.  Other zones may also be present on the
chromatogram of the test solution/ MNopsgaok 30H Ha
TOHKOWAPOBUX XPOMATOrpamax paynHy nopiBHRHKA i
BUNpoBOBYSAHOID  PO3uMHY  NOBMHEH  Bignoslgaru
cneudirawfl, Ha xpomarorpami sunpobasysaHoro poduuny
MOXYTE ByTit npucyThi Takon sl sonn,
Top of the plate
A prevlt £ome
S-Hhadertn - 3 parple vty ﬂ': uﬁ;ar#t;;m; {Hrepde viine
A bivud rlow zuae-
2+ prtplo of groen au
Heditedoshle Craparplercae | A perple eooe wilesacanide €3
Reference uquhn Tt;!l Whlllﬂh
Batch / Cepin : 23HO41A
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ENGELHARD Arznaimittel GmbH & Co.KG
Herzbergstrasse 3, 61133 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel

purity*/MlkpoGionoriysia
YueroTa®

Bur. 5.1.8.8 “Herbal medicinal products containing; for
example, extracts and/or herbal drugs, with or without
excipients, where the method of processing {for example,
extraction) or a pre-treatment method for herba) drugs
ensure the reduction of microbial contamination to the
level established for this category,

Total aerobic microbial count {TAMC): maximum 3 + 10°
CFU/g;

Total count of yeasts/malds {TYMC): maximum 5 - 102 CFU/
g

Bile-talerant gram-negative bacteria: 102 CFU/g:
£scherichio coli absentIn 1 g;

Soimonella absent In 25 g. /

Kpurepll npuiiurtHOCT maiats Blanosigar €sp. Papm.
5.18.8B. «flikapceki  pochusdi  3ac06M, O MICTATS,
HBNPUKAAA, eHCTpaktH i/abo pocamHny cupoBuHy 3
ARONOMIKHUMY pedosrHamk 360 Bea kux, QiR ARMK cnoclb
OTpMMaRHA  (Hanpuknaa, excrpakuin)  abo  enocld
nonepenHsol.  ©Bpobiki  gnn  poCAMHHO!  CHpOBMHM
3abesanenye smeHwenns mikpobHoro sabpyoHerna  po
plBHA, BCTAHMOBNBHOFD pnin LiEl KaTeropiin.

3aranbeHe 4utne  aepobHMX mikpooprasiamie (TAMC:
MaKcumMantHo § + 10° KYQ/r;

Jaranore Yucho PiRAMOBUX Ta nAlceHEBUX rpubis (TYMC):
MEKCHMENbHO 5 - 107 KYO/r;

TonepanThl a0 wosyl rpamueraTven Gakrepii: 102 KYO/r;
Escherichia coli Biatymiicto B 1 67

Salmonellg sincyraiors 8 25 1,

r t\ T —— ' . R r,ﬁ?v“h 7 ¢ e e T 1'-:19?-4 _.;.‘ T - = s
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Micrabiclogical Ace a should correspond to the criteria of Ph.

Complies/ Binnosigag

}
o

o
-

pH Thi pH-value 6f the test solution should be between4.0and | 4.7
— T |55/ pH sunpobioBysaHoro posumty Mae By sl 4.0 10 5.5
Assay /Kinbklewe Busyavernn | 61,75~6825 mg/tab. (65,0 mg/ab. £ 5% )/ 65,43 mg/tab./
vy leaves dry extract ((5-2,5):1), | 61,75 — 68,25 mr/Ta6. (65,0 mr/1a6. & 5 %) 65, 43 mr/7ab.
extraction agent: ethaniol 30%
(m/m)/Cyxwii excrpanr e
ruowa ((5-7,5): 1), excrparenm
eraHon30%(minm} _

*—the testis carred out every tenth batch, at least once a year/ BrnpoByBarTR NPOBOLATL AN KIMKNOT AecATo] cepil, He plaure
DAHOM pasy Ha pli.

| hereby certify that the :ahove Information is authentic and accurate. This batch of prodist has been fabricated/
manufactured, induding packaging/labelling and quality control at the above mentioned stte (s} in full compliarice 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. ' | |
CripaesHim 1 ninTBepIRYO, WO BHUIEBKaIaHE iHbopmania € gocrosipHolo i TouHoto, fana cepla npogyxry Gyaa

-
ar

NPOBCASHA/BUTOTORABHS, BHAIOMAKMM  YNAKOBRY/MEPKYBARHA T@ KOMTRUNb  ARGKT, 27 SRIMRBHESAIY
BUPOGHI oMY Maligarry B ROBHIE sianoBiaHOCT 3 BuMmOraMy GMP, BcraHoBACHUMIA M : ealifenm R
o .
(Lo
Batch / Cepin : 23HO41A page / cropinka 3 off §6
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ENGELHARD Arzneimittel GmbH & Co.KG . wi’_%g e
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY ot (| s

ENGELHARD

Arzneimittel
opraHoMm, a Takow y signosiguoct 3l cneumdiraLinmm, ki micTabos B PeECTPaLiAHOMY A0CHE KpaTHU-IMNopTepa.
fiporoxonw Bnpoﬁnﬁmwuﬂm Ta axanizy Oyan nepesipeql Ta BCTaHOBRNEHO TX signosiaHicTe GMP.,

s

Tobias Glinther \Xé Date/flata: 28.11.2023
Qualified Personi/yn W BAeHs ocoba =
Batch / Cepin s 23H041A page / croplikad4 of /3 4

Page 1/1




