Gencric name/

tCQ@)ﬂ(ﬂ)f impor’ L/( TPAHA HMIIOpTA:

& Medinsa

Batch No/Homep cepun: 3957171

Certificate of analysis/CeprudMraTt anajiusa

Name of the product, dosage form/
Hazsanue npojaykra, JeKapCerBeHHas)

thopma

Blemaren, effervescent tablets/
bBaemapen®, Tabaerky WHIYQHe

Release form/
dopma BeINyCKa

KapToHHYI0.

20 tablets in a Lube. 4 tubes with indicator paper,
application instruction in a cardboard pack/

Ile 20 vabnerox B Tydy. 4 TyObl BMECTC ¢ MHAHKATOPHOH Gymaroh,
KONTPOALHLIM KAJICHAAPEM H HHCTPYKIHER 110 NDHMEHEHMI0 B IAYKY

Potassium hydmm:bonate + Citric acid + Sodium citrate/
Kasaus ruapokapbounar -+ Jinmounas kuciora + Harpus nurpar

control calendar and the

Marketing authorization No /
Perucrpaunounniii nomep:

The Russian Federation/Poccniickan depepanns
JCP-001331/07 of 28.06.2007

“Address/ Anpec:

39571P1
Batch size/Pasmep ceput: 4.222
'\/Ianuf d&tc/}lsm npeumuzzcma 04/2022

04/2026

Laboratorios Medicamentos Internacionales, S.A./
JlabopaTopuoc Meaukamenroc Wurepnamnonadnee, C.A.

' (/%%and, ?6 EOEFQ]OTI de Ardoz, 28850 Madrid, Spdzn

API, manufacturer of API/
Haumenopanie aKTURHOH
cyBeTanuHM, MPOH3BOANTEL:

Citric acid dnhydrmls/ﬂummman KHCAOTE De3BOANAst - S.A.

Citrique Belge N.V., Belgium

Potassium hydrocarbonate/Kasnus ruapokapGonar - Evonik

Performance Materials GmbH, Germany

Sodium citrate anhydrous/Hatpus unrpart 6espoanstii - Dr. Paul
Lohmann GmbH KG, Germany

The analysis was carried out according

[O," AiiaJlHJ Bbl!l(}JlHCH HOT

Normative document JICP-001331/07- E00719 Amendments 1-3/

Parameters/ Limits/
| Mowasavenm | Hopmbt
Description/ Round flat cylindrical white or almost white
Onuncauue beveled tablets with weak odor of lemon/

Kpyrinie MAOCKOUHAHHAPHYCCKHE
rabaerkn  fienoro wian  noutru  Gejoro
upera, ¢ (ackoii, co caabem 3anaxom
JIMMOH.

hydrocarbonate/ with retention times, that correspond to | with retention times,
Hampus yumpanm u Kaaus | retention times of two main peaks in the
2uOpoKapionam chromatogram of sodium citrate and | chromatogram  of
potassium hydrocarbonate standard solution
. should be present/Ha xpomarorpamme
1/5

Identification/T oLIMHAOCTb:

Jumonnan Kucaona

Sodium citrate and potassium

HA J'!CP-B(!1331/07—1(}0’719, Him. 1-3

!(c%uilw’
Round flat cylmdnml white beveled tablets
with weak odor of lemon/
Kpyrawie IHOCKOIHIHHAPHUYCCKHE
Tafaerku Oenoro neera, c dackoi, co
cnalbiM 3aMaxomM JUMOHA,

Citric acid/ _—— The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the main
peak in the chromatogram of the standard
solution of citric acid/Bpemst yaepKHBAHHS
OCHOBHOIO ITHKA HA  XPOMATOTpaMme
UCIBITYEMOTO pacTropa JOJIAHO
COOTBETCTBOBATL BPCMEHH Y/IC[IKHBAHWA
OCHOBHOTO [HKA HA  XpOmMarTorpamvme
CTAHAAPTHOIO  pacTBopa  JHMOHHON
KHCAOTHI,

In the chromatogram of test solution peaks

The retention time of the main peak in the
chromatogram  of the test  solution
corresponds to the retention time of the main
peak in the chromatogram of the standard
solution of citric acid/Bpemst yjiepmunanus
OCHORHOI'0 [HKA WA XPOMaTorpamme
HCABITYEMOTO PACTBOPA  COOTBETCTRYCT
RpeMeHH YACPKHBAHMSA OCHOBHOI'O [HKA
HA XpOMATOrpaMmMe CTAHOAPTION O
pacTBopa AMMOHHOA KHCTOTBL

In the chromatogram of test solution peaks
that correspond to
retention times of two main peaks in the
sodium citrate and
potassium hydrocarbonate standard solution
present/Ha xpomarorpamMmme HCHbITYeMoro |

stamp and signature
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& Medinsa

of mass/
Cpeansis
GAROPOAHOCTL M

Disintegration/
PacnanaemocTh

Carbonaie/Kapooram
Average mass and uniformity

Macca

ACCHI

Batch No/Homep cepun: 3957171

BPCMEHAM YAEPKNBAHUA ABYX OCHOBHEIX
NHKOR HA ¥POMATOrpAMME CTAHARPTHOTO
pacTROpa  HaTpua wwrpaTa w KaJims
ruapokaphonara.

Positive/llonomurenlio. .
Average weight: 3,23 g 3,57 ¢ (3.40 g L5
%0)/Cpemnsin macea: 3,231~ 3570 (3400r&

n|5%)

Uniformity: 18 of 20 tablets: + 5 %, 2 of 20
hlets:  + 10 % of  average tablet
weight/OHoponHoCTE: 18 11 20 1adnerox:
£ 5 %; 2 w3 20 rabnerox: * 10 % ot
cpeameii Macenl TABACTKY.

He fosiee 5 muH.

pH

Appearance of solution/
Buewnni BRj pacrsopa

Loss on drying/Tloreps B | =
MACCE TPH BLICYIMBANNY

Slightly opalescent, almost colorless solution/

Cnerka ONANECHHPY 0N, OYTH
_GecupeTHbIi pacTsop.

4888 o
<3 %

QuuopoanocTs
1103!1[)(}!31“-"19!

qpHeToTa®

Citric acid/

Sodium citrate/

PReR P00, (114
Ynancmma(

A};s-g_ltf : i(éﬁlu-wc‘r"i;z:lﬁ

Dosage uniformity/

Microbiological purity/
MuxpohoaornuecKas

HuMONHAA KHCAOM

Huampus jumpan u

Potassium hydrocarbonate/
Kaaus zudpokapoonam

(n=10), AV £ 15,0
(n=30), AV < 15,0, in case if 0.75M € X, £
1.25M/

(n=10), AV < 15,0
(n=30), AV < 150,
0,75M < Xi < 1,25M

npn yoJIoBHH, HTO

- . i e e e T
HONBITYEMOTO pact BOPA OSUHIE
Ilplrl(‘}"iC‘!'ﬂl)ml'l’h IHKH €O BI)CMQHQMH
ynepmmmmm, COH'I'BI&T(!l'l!ymlllll.\dll

Positive/Tlononsurennno.
339 g (r)

pacrsopa NPUCYTETRYIOT  (THKH co
speMenami yaepRUBAH,
COOTRETCTRYIOHIIMU BpeMenam

yAEPKHRAHISA ABYX OCHOBHLIX THKOB HA
XPOMATOFpaMme CTANIAPTAOTO PACTRODA
HATPHS HHTPATA " KaJiie
ruapoxapiionarta.

18 of 20 tablets/18 n3 20 TadaeToKr: -1%
9 o 20 tablets/2 w3 20 Tadmerow: +1%

) min (muu)

.‘;‘Aigmliyﬂ Bp;lulug‘s;:cm‘ "~ almost  colorless
solution/  CACTKA  OUANECHMPY O,

NOWTH BecuBeTHLI pacTBoOp.

5,0
0%

1.0

Category 3A/
Kateropns 3A.
Total number of acrobic bacteria - NMT 10°
CFU in | g / Ofmee uneno apoiHbIx
sukpoopramiyon — e fojee uem 10°
KOE»B 113

Total count of yeast and moulds — not more
than 10° CFU in g/ OGmee Mueao
APOWAEBLIX H UJICCHEBKIX rpubon — He
Gomee uem 108 KOE n 1713

Absence of  Escherichia  coli
OTtcyrersuc Escherichia colin 1.

Ly

in

Not performed/
He nponoioc.

5 % - 105 % from
the stated amount)/

1137,2 mr— 1256,9 mr (95 % - 105 % o1 32
SBJCHHOIO KOJIMHECTBA)

793,7 mg - 877,3 mg (95 % - 105 % from the
stated amount)/

7937 mr — 877,3 mr (95 % - 105 % o1
JANBJIEHHOTO KOIUUCCTBA)

919,1 mg - 1015,9 mg (95 % - 105 % from the
stated amount)/

919,1 mr — 1015,9 mr (95 % - 105 % ot 3as

20 tablets in a pl;’m ube  from

polypropylene, sealed with a plastic cap with
dehumidifier. 4 tubes with indicator paper.
the application

calendar and

rdboard pack/

control

1153,4 mg 96%
11534 mr 96%

827.8 mg 99%
827,8 Mr 99%

975,6 mg 101%
975,6 mr 101%

tube  from |
polypropylene, sealed with a plastic cap with
dehumidifier. 4 tubes with indicator paper,
calendar and the application

in a plastic

control

§




&€ Medinsa

Labelling/
Mapxuponxa

{To 20 rabnerox B naacrnkosyw Tydy ni
HONNTPONHen, VEYNOPeHHYH0
NAACTHROBOH KPBInr€oil c
BAATOOrSIOTHTCHeM, 4 '!‘yﬁhl BMeCTe C
HHARKATOPHOI OyMaroi, KOHTPROALHLIM

Kagenjaapem " HHCI |))’R“!H€(',ﬁ no
NPUMEHCHHK) [TOMEINAI0T B IAMKY Kap-

TOHYI0, = ;

On a primary package in Russian state: trade
name ol product with special marking ®,
dosage form, quantity of tablets per tube,
names and content of active substances per |
effervescent tablet in mg,
pharmacotherapeutic group, storage
conditions. nates — «Jlug npHesma BHYTPLY,
«BenoMorarenshibie  pemeersa:  JlakTossl
Movoruapar - 115,0 mr Mauuuroi - 105,0 mr
WOAPYTHE», «XpanuTh B HEJOCTYIHOM Uiy
neteit mecrely, «Cepus Noo (Ha jHe TyOw)»,
«lonen go: (ma aue TyOb», name and
address of the company-owner of registration
certificate, logo of the company-owner of
registration certificate (in knglish), name of
the manufacturer, factory package code
(combination of letters in Latin and/or digits
or digital designation).

On g secondary package in Russion state:
trade name of product with special marking
®, group name, dosage form, quantity of
tablets per packing. names and confent of
active substances per | effervescent tablet in

mg, pharmacotherapeutic  group, storage
conditions, prescription  status, noles
«Benomoratenbubie  nemecrsa:  Jlaross

sonoruapar - 1150 mr Manuuron - 1050 mr
u o apyrvey, «flpysumars  BHYTPe  HHOCHC
PACTROPCHUA ), «XPAWTh B HEAOCTYIHOM
juist pereil mecre!s, name and address of the
company-owner of registration certificate,
logo of the company-owner of registration
certificate  (in  English), name of the
manufacturer, number of  registeation
certificate, batch number (a labeling of a
batch number on a carton packing may differ
from a labeling of @ batch number on the
primary packing (tube) by 1, 2 or 3 additional
symbols indicating a change pack of one
batch) (if applicable), manufacturing date,
expiration date, barcode, factory package
code (combination of letters in Latin and/or
digits or digital designation), Additionally, it
is allowed to mark package with other
identification  means  (for  example,
DataMatrix code, GTIN - global location
number of trade unit, SN - individual batch
number of trade unit), transparent sticker as a
tamper-evident./

Ha nepeuusoil  VILIKOBKE HA PYCCKOM
[IETRING YRAILIBAIOT TOProBoe
HAMMEINOBAHHC npenapara ¢
ApeNyNpeanTeLiol  MapKHpoBKoH @,
JEKAPCTBEHHYW  opmMy,  KOJHYECTRO
vabaerok B ry0e, HANMENOBAHHS W

_copepmanne aciictsyonmy semecrs s 1 |

3/

YRYNOPLHHoN
KPBLINIKOI ¢
paaronorgoTuTesem. 4 Tydpl BmecTe ©
HIHKATOPIOH OyMarol, KOHTPOALHBIM

HOJHIPOIILIEHA,
NJACTHKOBOT

KajgeHaapem ] HHCTPY KUK ell o

HPHMEHEHHIO B IEAMKE I\'HIJTUIHI();‘L

O p primary package in Russian stute: trade
name of product with special marking ®,
dosage form, quantity of tablets per tube,
names and content of active substances per |
effervescent tablet in mg,
pharmacotherapeutic group, storage
conditions, notes — «JIng npuema BHYTPLY,
«Benomoratensiipie  pemeetsa:  Jakroan
moHoruapar - 115,0 mr Manauron - 105,0
MITH JIPYTHED, «XPAHHTD B HEJIOCTYIHOM A5
gereit mecteby, «Cepun Nt (wa gHe tyOn)n;
«l"ogen po: {na aue TyOst», name and
address of the company-owner of registration
certificate, logo of the company-owner of
registration certificate (in English), name of
the manufacturer, factory package code.

On a secondary package in Russian state:
trade name of product with special marking
@, group name, dosage form, quantity of
tablets per packing, names and content of
active substances per | effervescent tablet in

mg, pharmacotherapeutic  group, storage
conditions, prescription  status, notes
«Benomorarensunie  pentectna:  Jlakroan!

mMonorpapar - 1130 mr Mawwwron - 105,0
ME W apyruey. «lIprHusMaTs BRYTPL nocne
pacTBOpeHu.y, «XpaHHTh B HEJADCTYITHOM
i peredt mecrel!y, name and address of the
company-owner of registration certificate,
logo of the company-owner of registration
certificate  (in English), name of the
manufacturer, number of registration
certificate, batch number, manufacturing
date, expiration date, barcode, factory
package code, DataMatrix code, GTIN
global location number of trade unit, SN --
individual batch number of trade unit./

Ha pepniunoil  yIakoBKe HR  PYCCKOM
SIBIKE YKAZAHO: TOPrOBOE HANMCHOBANHE

npenapara ¢ HpeAYApeARTeTLHGT
MAPKHPOBKOH ®, JekapeTsentan opma,
KOAWYECTBO Tabaeroxk B Tybe,
HAHMEHOBAHNS " coRepRAHNE
AcHoTRYROINMX  Bemecrs B 1 radserke
WUy yed B M,
hapMaKOTEPANEBTHICCKAR rpynna,
YCOIOBHN  XPAHEHHS, HAAOHCH - «las
npHeMa  BHyTpsy», «BenomorarennHsbie

pewecra: Jlakrosst monoruapar - 1150
v Mauunuron - 1050 mr u apyrues,
«XpanuTe B HCAOCTYNHOM AN OeTei
mecTeln, «Cepun Ne: (ma gHe tydni»;

«I"oaen oz (na ane TYOLIY,
HANMECHOBAHKHE W afpec  BIAAXEAbIA
PErHCTPALHOHHOIO YAOCTOBEDEeHHT,

JIOTOTHTT BJIAACHBUA  PEFHCTPAUHOHHOIO |

stamp and signature
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Tafuerke OEHEYYSCH B mr,
hapmaxorepanesTHICCKYI0 rpynny,
YOLOBHS  XpaHeuus, Hagnuen -~ «/lns
npuema  BAYTPL», «Benomorareannnie
semecrna: Jlakross monornppar - 1150
mr Maunntos - 1050 mr u apyruaes,
«XPAHHTL B NEAOCTYNHOM s acreil
mecrely, «Cepust Ne: (na ane Tybui)y;

«lonen JitiR (na e TYOLIDS,
HAUMCHOBRHHE M apec  BIAJEALIA
peI‘HCTPHl.[IlGH]E()I'() y,'lOC'l'Uﬂepc“Hﬂ 3

JOTOTHT  BOARCHBLLA PEIHCTPALKOHHOIO
YAOCTOBEPeHHS (HA AHIAMICKOM SI3BIKC),

HAHMEHOBAHHE NPOH3BOANTENS,
BHYTPHIABOACKOT KOt YHAKOBKH
(xombGuBALNA OYKB JATHHCKOTO andasnta
n/ian uudphi niu unponoe
ofo3Hanenne).

Ha sroprunoil  vIKoBKe Ha pyeckom
RIRINY VIHILIBA T TOprosoe
HANMEHOBAHNE npenapara L
NpeAyHpeanTeIbHON  MapKHpoOBKOH  ®,
I'PYIHIHPOBOYHOE HAMMEHOBANHE,
.TIQKHPCTBCHH}’IO (f)f}i)My, KOJIHHCCTHRO

TabJeToOK B YHAKOBKC, HAHMEHOBAHHA W
cojiepmande nelcrsyiounx senecTns ool
rabiere WHNy9ei B Mr,
QapMaKoTePANEBTHYCCKY 10 rpynny,
YCNOBMY  XPAHCHHS, YCAOBHSA OTNYCKA,
HAATHCH - «BeromorareabHbie BemecTaa:

JlakTo3m  mouoruapar - 1150 wmr
Manunton - 1050 wmr w  gpyrues,
«IMpunumars BHYTPhL Tocsie

PACTBOPEHH. D, «XPAHHTHL B HELOCTYHHOM
A geTeii mecTely, HAMMEHOBANKE W ajipec
BAANCABUA PETHCTPANMOHHOIO
YAOCTOBEPEHUS,  JOIOTHIT  BJAJENbLNA
pPErHeTPAMONHOr0  YAOCTOBepenus (Ha
AHIJIHICKOM  SI3LIKC),  HAMMEHOBaHHe
HPOHIBOAHTENN, HoMep
PETHCTPAIGIONIIOTO YAGCTOBCPEHUN,
HOMEP CEPHH (MAPKHMPOBKA HOMEpa CEPHI
HA KAPTOHHOH NaYKe MOKET OTJIHYATLCH
07T  MAPKHPOBKH HOMEpa CepHH  HA
nepruanoi ynakoske (vyGe) va 1, 2 wum 3
JAOTOJHUTEALHBIY CHMBOJTA,
00O3HAYAIOUIHX  TIOCMEHHYI0  YIIAKOBKY
oaHoil cepHH) (ecau npuMenuMmo), NATy
APOH3BOACTBA, AATY OKOH'AHHA CpPOKa

FOAHOCTH, ITPHXOBON Ko,
BHYTPHIABOACKO Ko/ YIHAKOBKH
{(kombunars 6yks aaTuuckoro angasuTa
wuan nugpo Wi unporoe
ofioaHavense). JlonoanuTenbno
AONYCKALTCH HAHCCEHHE HA  YIIAKOBKY

APYTHX  MAeHTHHHKAIHONNBIX  CPECTB
(HanpuMep, ABYXMepHLIH IHTPHX0BOIT Koz,

s TIN - 100 anbLHbIH
e THQHKAIKOHHLIK  HoMep TOproBok
eTHHHLIBI, SN - WHAHBHOYAIbHbIIT

cepuiiabiii HoMep TOProBoii CAMHUILI), A
TAKKE NPO3IPAYHOro CTHKEPA B KauecTne

| KOWTPDOJIH HEPROTO BCKPLETHM,

4/5

Batch No/Homep cepun: 3957101

YAOCTOBepeHns {Ha ARTAMICKOM H3bIKe),
HANMEHOBAHHE NPOHIBOANTENT,
BHY TPH3ABOACKOH KO YHAKOBKH.

L propnsioll VIBKOBKE 1t pyecKom
SI3BIKC YICA3AHO! TOPIOBOe HAMMEHOBAHMKE
npenapara ¢ TpeAYRpeaHTeibnoi
MAPKHPOBKOA @, IPYROUPOBOIHOC
HAUMENOBANHE, JekapeTBennan Gopma,
KoandecTeo  valuierok B YHAKOBKC,
HANMEHOBANHS H coaepxanne
aeifeTpyoumnx  pemects b 1 rafseTke
My U et B MT,
thapMakoTepaneBTHHIECKAR rpynna,
YCJIOBHS  XPalicliHH, YCAOBUS OTHYCKA,
HAMNMKHCH — «n(',II()MOI‘aTEJlbl[hl(‘ REeCTRA:

JIaKTO3B1  MOHOTHApPAT - 150 wmr
Mawauron - 1050 wmr w  apyruien,
«lIpHnuMaTs BHYTPb nocjae
pacrsopeHus.», «Xpauurth B
HETOCTYIIHOM  AAs  gereil  mecrely,
HAHMCHOBAHHE H aapec BAAACHBLIA
PerucTpalHoOHHOro YAOCTOBEPCHHS,

JIOroTHI BJaajieliLig [lEFHC‘I‘f)ai{H(}lH]ﬂ]‘(‘I
YAOCTOBEpeHns (HA AHIVIHIICKOM A3bIKE),
HAHMCHOBAHHE [POHIBOANTENS, HOMeEp
PEIMCTPALNOIHOID YROCTOBEPCHH,
HOMEp Cepru, JATA BPOHIBOACTBA, AaTa
OKOUYAHKA CPOKA TOAHOCTH, ITPHXOBOH
KOJ, BHYTPHIABOACKOH KOJ YHAKOBKH,
Jyxmepubii wrrpuxosoit ko, GTIN —
riaobanbueIi HACHTHHHKANMOTH BT
HoMep  Toprosoil  eamuunb, SN o
HWHAHBHAYAIBHLIA  cepuiinpiit  womep
TOPTOBOH ¢HHNIILL




Batch No/Homep cepun: 39571P1

* Parameter is controlled at product release not for every batch (non-routinely) and may be absent in manufacturer’s certificate
of analysis/Ilokazamean npu pNYCKe HPEnapama KOUMPORUPYEMCA HE Ha Kaycdoi cepuu (Hepymuniio) w smoncem
OMICYMICINGORAING 6 CEPIUPUKAME AHATUR RPOUIEOOHRICIA,

Storage: At the temperature not more than 25 °C/Xpanenue: Hpu vemueparype ne suime 25 °C,
Shelf-life: 4 years/Cpox roanocrn: 4 roaa.

Confirmation of compliance/ [ToaTBep#IeHHE COOTBETCTRUS:

Itis hereby certificd that the above information is authentic and accurate. This batch has been manufactured, including packaging
and quality control, at the above mentioned site in accordance with the requirements of GMP and in accordance with the agreed
Manufacturing Instructions, Normative document JICP-001331/07-100719, Amendments 1-3, Component and Product
Specifications provided by the Customer., No deviations occurred during batch processing, packaging and analysis which could
adversely affeet product quality,

Hacrostiunum nogrsepacaes, 4To BHIIEYKATANIAN MHPOPMALHH SIBISCTCS MOAMITHOI M TOMHOH, Jaunas naprua 664
H3roToBJACHA, VIIAKOBAHA ¥ MCHBITANA 1A BI;IIIIE)’KHTHHHGP‘I l][.)OIII!B(JHC'}'B&‘HH()F! NAoajKe B COOTBCTCTBHH C
Tpebosannamn GMP u B COOTBCTCTBHH ¢ YTBepAMACHULIMH TIPOHIBOJICTRCHHBIMI HHCTPYKIUHAMHE, HOPMATHBHON
Aokymenraupeii JICP-001331/07-100719, Hsm. 1-3, cocrasom n cneudM@HKALMAMH OPOAYKTA, KOTOpbIC Gbiau
NpecTaABACHLI 38!"83‘{"]{0!\1. Bo BPEMA NPOHIBOACTHA MAPTHH, YNAKOBKH W HPH AHAAH3E HUKAKHX OTKJIOHEHHH tie
NPOH3OULTO, 4T0 MOTTI0 6b1 OTPHUATENLHO NORIHATE HA KAYECTBO MPOAYKINH,

Qualified person/ Ynosuomoaennsiii npeacranurenn:
Name/ Uma Pilar Rodriguez Sena
g

Datef Dara:  25/05/2022
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