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CEPTUOUKAT AHANTU3A

Bponxunper® cupon 100 mn

Ne cepuu: 0000150538

Darta npouzsoncrea: 02.2020
Ffopex go: 01.2023

Mokazatenwm

v

NpouiBoaUTeNb FOTOBOM NEKAPCTBEHHON (DOPMbI:

Buoxopuka CE; Kepwenwrakuepwrpacce 11-15,
92318 HonmapkT, MNepmanuns

Hopmel

cnocof rpuveHer e, HalBaHue 1pnsl-
NPOUIBOAWATENR W B8 AAPEC COCTEB ¢
VKE3AH/EM KBIBEHUA AKTUBHBIX
KOMMOHEHTOBR ¥ UX KONMVYECTBEHHIMG
coneoxarka 8 100 r cuponz (Bea ykazawvs
NaT/HCKWX HA3BAHAR NDOMIBOAR. LWNX
pacTervi) «Copepxwanue 3Tarona okeno
7 % (B 0OBEMHOM OTHDWEH W) », yKalaHie
C TCM, YTO NPerapar coaepxm:
M3NLTUTHLIZ CARON ¥ COPSaT Kanus:
MHOPMEUMOHHYIO Haunuee sHe cogeomur
caxapa», NpeLynpPeauTenbHs e Haanucu’
«lepea npumeHexvem paBanToipatu!y,
«XpaHATs B HEAOCTYNHCM ANA ABTE R
MmecTels, «Cobrionaire WHCTPYKUWO! D
YCNOSWRA OTNYCKa; HOMep cepuu; Aary
M3rOTOBNEHUE ATy OKOHYAHUS CPOKE
FOAHOCTU, YCNOBKUR XDEHBHUA,
PerncTpayuoHtsil Hovep

H3 KapTOKHOW kopoBke TOProBOE HAaaZaHue
npenapata C npeAynpeanTensHoM
maprspoexoa ® Homep cavaeTenscTea Ha
TOBADHbIM 348K, ukDOEMaUrCHHY ©
Haanues «MoK kawne v BpoRXuTaxs;
cocTas ¢

YKS33HUEM HEIBA-UA aKTVDHLIX
KOMNOHEHTOS M UX KOMWYECTBEHHOIO
cogepkanva 8 100 r cupona (Bes yxaszarui
NATU=CKVX HAIBAHWRA NPOVIROSALLMX
pacTeruid); «Coaepxasne atavona: okono
7 % (B 06BEMHOM OTHOWEHWA) s YiazaHue
O TOM, YTO NPENapaT CoRep 9T
MENbTVTHBIR CUPON 24 COpSAT Karws,
VHOOPMALWOMKYIO HAAMEs. «HEe COaEpKUT
caxapar, NeKapcTegHHYIC MODMY,;
KONW-EeCTEO NEKAPCTREKHO™C CPBACTEA &
yrnakoske (B M), HA3BAHE DUpMbI-
NPDOV3BOAUTENA v ee anpac; cnocol
NOUMEHEHUS, YCNOBWA OTNYCKE, YCI0BUA
XPane=uR NPCLY PELAVTENbHB'E HEANWUCY
«lepen npuveHenuen 8aGanTsRaTL »,
«X[aHUTh B HeACCTYNHOM AN neted
mecTeln, «CobniogaiTe uscTpykUUo!»
WTPWXOBCH KOA, PErdCTPALACHHRIF HOMED.

Crp.2val

HopMaTuBHaR QoKyMeHTauuMA:
42-13221-04; namenexHune NeNet-5

Pesaynbrar
crocod "pUNMEHEHUR, RA3BANVE DUPMS -

NPCUIBOAWTENSA U €€ 3ApeC; COCTaR &
YKAIAHVEM HAZBBHUR AKTEBHLIX
KOMNOHEHTOR ¥ KX KONVYSCTBEHHOIO
coaepwasnn a 100 = cupona (€ea ykazanwn
NaTUKCKMX HA3BaHH NPOU3BOAA LMY
pacTterui), «CoaspKaHue aTasona gkono 7
% (8 0TbEMHOM CTHOWEHNW) s, YKasaHve O
TOM, ¥TC NDENapaT CONLLXYT M3NLTHTHIA
CHPON # CORBAT KENUFA, M- oDV ALUUDFHYED
Haanuce’ «He coaenmuT caxapay, )
peaynpenvTanbHnie saanvuck «lepea
npuMerHernem padanTuieath'y «XpaH Tk B
HEAOCTYMHOM SNs neTed MecTe!s,
«CobnioganTe wHeTpykuM!» | ycnoaws
CTNyCKa, HOMBD CepUM, JaTa “ardTosne~us,
A878 OKCH“8H¥A CPOKa rOAHOCTH, YCICBaus
XOBHEHWA PEeTMCTPaUNCHHbB I HOMeD

Ha KapTorHOR kopoBxe: TOproBoe HazRaxue
nopenaparta ¢ NLedynpeaATeN=HOA
MapknpoBkol ® HOMER CBALETENRCTBE KA
TOBBPH=IR 3HEK, UHDODMALUVOHHER HALNACH
«[lpn kawne v SocHxuTax»; cocoTas ¢
VKB3BHVEM HAJEEHUA a<THEHbIX
KOMMOREHTOB ¥ MX KCNUHECTBRHKCTO
coaepxaris 8 100 r cuponra (Bea ykaga-uu
NATYHCKAX HA3BAHV A NDCUIBOARLIVX _
pacteHu?) «CoLepwakue ata~cna orono 7
% (B 0O6BEMHOM OTHOWEHNM): y<a3aHe 0
TOM, 4TC NPENapaT CONEPMYT MaNsTUTHR A
crpen v coplaT kanua, UEopYaUunOKHYID
HAANUCY, «HEe COABPHMMT caxapas,
NEeKADCT3EHHaA MopNMa; {OrvYecTso
lekapcTaen=oro CoeACTBa B ynakoske (3
MN}; Ha3parue GUDVbI-NDOUIBOSUTENR | s
anoec, crccol npuMeHe=ua. yorosne
OTNYCKA, YCNOBYR XPAHEHAS,
noeaynpeauTenskeie Kaatuon: «epen
noumexexvem eabanrsieate!n, «XparuTy B
HEAOCTY " HOM ANA AeTel MecTe »,
«CoBnionaliTe UHCTPYKUAK i) WTOMXCBOH
KOA; PerucTpauucH-si Homep.




CEPTUOUKAT AHAJTU3A

Ne cepwu: 0000150538

[ata npouasoacrea: 02.2020
Flopewx pno: 01.2023

MokazaTenw

XpaHeHse

Cpok rogHocTd

Bpoxxunpet® cupon 100 Mn

MpouaroauTenb roTOROW NEKAPCTBEHHOW (hOPMbI:

BuoHopuka CE; KepwerwTannepwrpacce 11-15,
92318 Houmapkr, Nepmanus

Hopmel

Ha kapTonHyke kopobky HaHOCA™ Homep
capvu («Cepuain), ASTY U3roTOBMEHUS
{«flaTa var ») QATY OKOHYEHMA CDOKS
roarocTy («logeH nois)

JononHUTENbHO Ha KBDTOHHYID Kopofky
BO3IMOXHO HEZHECEHVE CHEAYICLMY JaKHbIX:
MHLABULYSNEHOIO CEPURHOIO HoMepa
{«WHg. Hovep ), rnoGansHore ugekHTug#-
KauroHHCro HoMepa («GTIN») ¢
CReacTaa uaeHTduUkauuv 8 suae
ABYXMERHOM LUTPUXOBOrO KA.
HononrUTenszHO Ha KapTCHHYK <0pobKy
HaHOCAT: Wpwu~om bpains (wpuditom ans
CRenk’x) Haspawue npenapara,
ACMONKNUTAINBHBIA 3HAK 33LUNATHI,
TpeACTasAUi cOBOR BLINYKNbIK Kpyr
LVMBMETPOM 23 M BbINONHENHbIRA
TDEXMEDHBIM TVCHEHVEM C ONTUNBCKH
MEHRICLMMCR u30BpameHiem.

Ha naTuHuLe 1a aTukeTke thrako-a v
KapToHHOW kopofke ACNONHATENBHO
YK33bIBAKOT NOroTHN OUPMb! U €10
rpatbuyecxoe naobpaxeHue,

XpaH¥Th B CYXOM. 3aLLUVWEHHOM OT cBETa
MecTe, Npu Temnepartype He pbile 25°C
3rona

HopmaruBHas QOKYMeHTauus!
42-13221-04; narenenmne NeNe1-5

Feaynswar

Ha kapToHHyIC kKOpoSKy HAHOCAT: HOMED
cepuun («Cepun: C00015C538»), pata
uarotosnexus («fdava war.: 02.2020%) naTa
OKOHYaHUE cpoxa roasocTu («MoaeH fo!
01.2023»).

AononHUTENBHC Ha KEOTORKYID KOopoBxy
HEHBCEAHbI CNBAYICWUE daKKble
MHOWBWAYVANLHBIR Cepuitb i HoMeD («Mra
HoMep:»'); rnobanbHy B ULeHTUDUKALIADH-
Hbi# romep («GTIN: C£029793131838x») »
cpeacrtaa AneHTauKary 3 suae
ABYXMEPHCIC WTEWXOBCro kena
AoronHuTensHo <3 KapTOHHYKC KopeEry
HaxeceHo: woudTom Bpains (Wougprom
ANR CNENblX) HAIZEHWE Npenapara;
AONONHATENbRbIW 3HAK 38UV TSI,
npeacTaBnsiow4i coboi Boinyknbii Kpyr
AVAMBTDOM 23 MM, BLINONHEHHIA
TPEXMELHLHIM TACHEHWEM C CNTH=ECKU
WMEHANWMMCR N305DaKEHNEY.,

Ha naT=uue Ha 3THKETKEe (CNna<oka u
RALTCHHCH KOpOBe N0 ONHKUTENEHO
Y433bIBAICT NOTOTAN DUPME! ¥ 870
rpacuveckoe v3cbpaxerue.

ApPaHnTh B CYXOM, 33LUMLIEHHOM OT CBETa
MECTe, TpY TEMNEepaType Ke Baie 25°C
3rcaa

LeAHARBLyanbHIT HoMep npencTaBNAeT cofiofl YEMRAIBEYIO KOMBHIALMIO Wy 13 CHMBOAR AR KARACH OTAIbION YIAKORKH

AarHoie anannia AeACTBUTENbHbLI N0 MECTY ¥ BPEMEHY NPOBBASHNA NCNE TAHVE,
TBEDXAAEM, U0 CepTUDUJAPOBEKHLIF HaMy npenapar Epoaxunpe'l'@ cupon

Ham;cu;m
‘:\‘)" 1 .«‘-*-.-: HUANM cneusdukalmm

Cmp 3mnad




Bionorica’

CEPTUOUKAT AHANTU3A

Bponxunper® cupon 100 Mn

Ne cepuu: 0000150538 MpoussoauTentL roTORON NEKAPCTBEHHOW (HOPMbI:
bBuoropuka CE; KepweHwTaunepwrpacce 11-15,
92318 Houmapxr, Mepmanus

HaTa npouaeopcrtea: 02.2020 HopmaTnBHaR QOKYMEHTaUUA:

Flopex po: 01.2023 42-13221-04; nameneHue NeNe1-5

Moxazatend Hopmel Feaynurar .
Ha xapToHHyk kopobky Hawoca™ Hemep  Ha KapTOHHYIC KOPoDKY HANOCAT: Komep
cepuu («Cepua s}, [aTy M3roTosreHus cepun («Cepun: 0000150538»): pata
(«laTa war .») paTy OKOHYEHMA CDOKE naroTosnenvs («flara var: 02.2020»). zaTa
rog=ccty («fofeH po»). OKOHYaKUA CPOKa roalocTH («foaeH fo.

01.2023»),

AonenH¥TerbKe Ha KapTorHYID KopoBky AonorHATe b0 Ha KapToHKY K Kopobiky
BO3VOKHO HEHRCEHUE CREAyrouIMX 4aHHbIX, HaHSCeHb CNegyioWMe farHbie
HHLMBULYBNEHOMO CEOUAHOrO HoMepa VMHAUBHAYANsHBIA CBEWAKB I HOMED («MKa
{«WHa. Hovep x) rnoBanskore uaskTug - romep:n'); rnodanbHs @ userTUhAKa L A0H-
KauveoHKero ovepa («GTIN») u Huir nomep («GTIN: 04029799131838x%) »
CpeacTsa MAeHTVPUKIUNWY 8 BUe CPEACTBa 4QeHTAMNKELNA B BUAS
ABYXMEDHOrD LUTPUXOBOrO KOAS. ABYXMEPHOre WTEKUX0SCro koaa
HononkuTensHo Ha KapTeHHye <opofiky AononHutensHo ~a KapTOHHYKC KopoBky
H2HOCAT: Wpu-om Bpadns (wpuditom anf HaxeceHo wowudimom Bpaing (Wwoudrow
cnenbX) Hasparue npenapara; ANs CNenblx] Ha3sauue npenapara;
AONONKUTENBHBIA JHAK 38LLWTbI, AONCNHATENbHbIW 3HAK 33UV ThI, .
TpeacTasnswvh cobo? BeINyKNLIN Kpyr NPEACTABNAKWMAA COBON BoINyKNbIA KDYT
AVBMETROM 23 MM, BbINGIHEYHbIA AVEAMETPOM 23 MM, BbiNONHEHH I
TPEXMBOHBIM TUCHEHNEM C DN TUYBCKM TPEXMEPHLIM THCHEHUEM C ONTH<ECKH
MEHSICLLIMMER u30BpameH em MEHROLMMCA naoSoameHuney.
Ha natuHuye va aTukeTke thrakoHa v Ha naTu=uue Ka aTukeTke na<oka v
KapTOHHOR kepofke gonon-mMTens=o {8LTCHHCH Xopobxe 40T CnHUT2NsHO
YK33IBIBAKIT NCreTHn bHpMLl 4 ero Y4235188107 NOTOTAN OUPME U 80
rpathuyeckoe uaobpame-ne, rpapu«eckoe waolpanerve .

XoaHenve XpasyTh 8 CYXCM 3aLLVULIEHHCM OT cae=a XparnTs B CyxOM, 33LUMLEHHDOM OT cBETa
MecTe, Npu TeMnepartype He ablwe 25°C MeCTe, Tpu TeMnepaType ke Boiwe 25°C

Cpok rogHoctd 3 rona 3rocaa

“Hugnmyans el HoMep npedctannaer cofoft YERRLBHYIO KOMOUHALI0 Hy |3 CHMBONOR LA KAKACR CTAZIBHON YNaKoRKO:

Jarkbie aHanuia AeNcTBUTeNLHb! no MECTY W BPEMEHV NPOBEASHWA UCNb TAHYS,
Hacmnu;weomaem! HTO CepTUUINPOBEKHbLI HamMy npenapar Eponxnnpe-r@) cHpon
CoOTAgICTRNETTHAODRGHNAN CneuddukaLAm,
L
A Y

Cp 3ma3




Bionorica

CERTIFICATE OF ANALYSIS MMM A0

Bronchipret® syrup 100 ml
Manufacturing of finished dosage form:
Bionorica SE; Kerschensteinerstrasse 11-15,
92318 Neumarkt, Germany
Normative documentation:
42-13221-04, Change NaNg1-5

Batch-no: 0000150538

Manufacturing date: 02.2020
Expiry date: 01.2023

Test Method Acceptance criteria Result
Deseription argangleptic C ear light 2rown, aromatic I quid. cemplies
A negiigible pracipitate may cecur
during storage.
igentity of active
drug substances .
Thyme liguid extract TLC must comply with the requiremerits cemplies
Ivy leaf liquid extract TLC must comply with the requirements cemplies
Re ative density Pn, Eur. or St. Ph. XI 1122 -1127 1123
pH-value P, Eur or 8t Ph. XI 47~54 5.1
Re‘ractive index Pn Eur or 8t Ph. X! 1.386- 1,380 1389
Etharol in-house melhed 55-7.0%(viv) 68 % (v/v)
Dry resicue Ph. Eur or St Ph. X Net less than 3C % 3%
Nominal filling volume visual 100 mi 100 mi
The volume of the solution in the
sotide should oe not less than the
amounrt declarec or the labe!
Wizrobiological purity Ph. Eur. or St. Ph. X| amencment no. 3, category 3B complies
Assay
Total phenols, calculated as Ph Eur. No: less than 0.003 % 0.006 % -
thymel
Hederacoside C HPLC No: less than .02 % 0.05 %
Test Acceptance cri Result
Packaging 50 or 100 mlin amner glass bottle with metered 1C0 m! in amber glass bettle with metered dose
dese dropper. screw cap. seal ring, and dose- dropper, screw cap, sea rirg. and dese-massur-
measuring cup ¢n the top along witn irstructions  ng cup on the top along with instructinns far med-
‘cr medical use are placed into a folging box cal use are p aced Into a folcing box
Labeling It is indicaled in Russian Itis indicated in Russian:

on a notile label product trace name with a warn-
ing statement ®; trademark cettificate number,
explanatory text 'In cough and bronchitis™ phar-
maceutical form; amount of a medicinal pioduct
per package (in ml}); mathod of administration:
name of the manufacturer and its address com-
position with names of active ingredients and thei-
quantitative content in 100 g of syrup (without
Latin rames of source planis) "Ethanol cortent:
about 7% (v/v)’, an indication that the product
contains maliitol syrup and pclassium serbate: ex-
planatory lext: "Sugar free”, warning texts: "Shake
befcre use’, “Keep out of the reach cf children”
"Fellow the instructions for use”, legal category;
batch number; manufacturing date expry da‘e;
storage conditions; marketing authorisaticn num-
ber;

on a cardboard pox: preduct trade name with a
warning statement £ tracemark certificate ru—.
ber, explanatory text *In cough ard bronchits”
compesition with names of active ingredients and
their quartitative content in 100 g of syrup

page 1 of 2

on a bottie label product trace name with a2 warn-
ing slatement ®; trademark certi‘icate rumber;
explanatory tex! "in cough and bronch'tis™ phar-
maceutizal form, amount of a madicinal produst
per package (in ml); method of edministralion
nama of the manufacturer ard s acdress. com-
position with names of active ingredients and thair
quantitative cantent in 1C0 g of syrup (without
Latin names of source plants). “Etharol content:
about 7% (v/v)", an indication that the product
contains malttol syrup and potassium sorbate ex-
planatory text: “Sugar free’; warning texts: ‘Shake
before use”, ‘Kezp out of the each of children”,
"Follew the instructions for use”; lagal category;
patch numeoer; manufacturing cate; expiry date;
storage condticns; marketing authansation num-
ber,

on a cardboard box. product trade nave with a
warning statement &, trademark certificate num-
ber. explanatery text 'In cough anc bronchit 8*
composition with names of aclive ingredients ard
their quantitative cotent in 10C g of syrup



Batch-no: 0000150538

Manufaeturing date: 02.2020
Expiry date; 01,2023

Test

Storage

Snelf i fe

Bionorica’

Bronchipret® syrup 100 mi

Manufacturing of finished dosage form:

Bionorica SE; Kerschensteinerstrasse 11-15,
92318 Neumarkt, Germany

Acceptance criteria

{(withoul Latin names of scurce plan's) "Ethanal
content abowt 7% (viv)"; an indication that the
product contains maltitol syrup anc petass um
sorbate, explanatory lext 'Sugar free”: charma-
ceutcal form: amount of a medicinal produst ner
pac<age (in mi); name of the manufaciurer ang its
address; method of administraticn, legal category;
storage conditions; waming fexts *Shaks bafore
use’, "Keep out of the reach of crildren”. “Fellow
the instructons for use™ bar-code: marketing au-
thorisation number,

The cardboard box s applied with: batch rumber
("Batch.”), manufacturing date ("Mfg.Dt."); expiry
date ("EXP:").

Additionaily, the following data may be appled to
the carchoard box. individual serial number {("Ing.
nc.”’); Global Trade Identifization Number
("GTIN:") and means of 'dentificat on as a twe-di-
mensional bar-code,

Additionally, the cardbeard box is apolied with
oroduct name in Braille (the embossed alphabes):
an adcitional security mark constituting corvex
circle with a giameter of 23 mm performed oy
three-dimensional emoossing with optically
changing image

Additicnally, the company 'ogo and its graphic im-.
age are ndicated in tne Latin alphabet cn the bot-
l'e labe! and the cardooard box.

Stors in a dry place protscted from light at a tem-
perature below 25 °C.

3 years

Normative documentation:
42-13221-04, Change NeNe1-5

Rasult

(without Latin names of source plarts) “El~ancl
conient: sbout 7% (v/v}", an indication tha! the
praduct contains maltitol syrup and potassium
scroate” explanatory text: "S_gar free” pharma-
ceutical form; amount of 2 medicinal pradJct per
package (in ml) nams of tne man~ufacturer and its
acdress; methoZ of admin'straticn. legai categary
storage cenditicns; warnirg texts: ‘Shake nefore
use” "Keep out of the reach of children" 'Follow
the instructions for use”, tar-code, marketing au-
trhorisation numter

The carcboard box is appled with. balch number
("Batch: 0C00150538") manufacturing date
('Mfg.O1: 02.2022°). expiry cate ("EXP: 01.2023 ).
Additiorally the following data is applied to tha
cardboard box irdivicual serial number (*Ing.
no.""}: Glooal Trade Identification Numbe-
VGTIN: 04029759131828%) and means of ident fi-
cation as a two-cimens.onal bar-code
Adeitionally, the cardboard nox is applies witn:
eroduct name in Brailie (the embossed glphatat),
an adcitional security mark censtituting convex
circ e with & ciameter of 25 mm performed by
three-d mensiora emocssing wits opticaly
changirg image.

Additionally, the cempany loge and its graphic im-
age are indicated in tre Latin alphabel on the bot-
tle labe! a~d the card=oard box,

Store in a dry place protected frem light at a lem-
perature ne'ow 25 *C. ]

J years

" The ind vidun numbsris a urigue combinglon of 13 symsa's for cach single zackage

The aralyucal values are valid for plaze and time
Wa hereby, f al
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