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Batch No/Homep cepun: 08987P|

Certificate of analysis/Ceprudukar anajusa

Name of the product, dosage form/

Hassanue npoaykra, Jekapersennast popma

Blemaren, effervescent tablets/
Baemapen®, raéaerkn munyvnc

Release form/
(Qopma BRINYCKA

20 tablets in a tube. 4 tubes with indicator paper, control calendar and
the application instruction in a cardboard pack/

ITo 20 tabaerox B TYOY. 4 TyOBI BMecTe ¢ HHANKATOPHOIT Gymaroii,
KOHTPOJLHBIM KAJICHAAPEM 1 HHCTPYKIHEil Mo OpHMEHEHnIo B

NAYKY KAPTOHHYIO,

Generic name/
IpyunuponsoyHoe HAHMEHOBAHIC!

IHTPAT

Potassium hydrocarbonate - Citric acid + Sodium citrate/
Kaaus ruppoxapGounar + Jlnmonunasn kncaora + Harpns

(:,ounll.y of

imporl/Crpana umuopra:

The Russian Federation/Poceniickas Mejiepauns

Marketing authorization No /
Perncerpannounnlii nomep:

JITI-Ne(000446)-(PT-RU) o 06.12.2021

MEnutfﬂcﬁurcr/l]p()u:n')(;;{;rrem,:

Ratch No/Homep écpuu: 08987P1
Batch size/Pasmep cepini: 4,243 -
Manuf. date/IaTa nponssoacrsa: 092022
Exp. date/T"oen j0: 09/2026

Laboratorios Medicamentos Internacionales, S.A ./
JlaGopatopnoc Mennkamentoe Hurepuannonadnee, C.A.

Address/Anpec:

AKTHBHOIT

API, manufacturer of APl/ Haumenosanne

C/Solana, 26, Torrejon de Ardoz, 28850 Madrid, Spain

(‘_}'ﬁCTﬁ HIH, TPOH3BO/IHTCIb:

Citric acid anhydrous/JInmonnas kucnora 6ezponan - S A,
Citrique Belge N.V., Belgium

Potassium hydrocarbonate/Kaanst rmppoxapbonar - Evonik
Performance Materials GmbH, Germany

Sodium citrate anhydrous/Harpust ynrpar 6e3soaubiii - Dr.
Paul Lohmann GmbH KG, Germany

The analysis was carried out according to/
AHaji3 BLINOJIECH 110}

Normative document JIIT-Ne(000446)-(PI"-RU)-061221
H/1 JII1-Ne(000446)-(P1'-RU)-061221

Limits/
Hopmui

Parameters/
TMokazarenn

Results/
PesyabTaTht

Description/
Ouncanne

Round flat cylindrical white or almost
white beveled tablets with weak odor of
lemon/

prr.lu-!e I'lJ'lOCl(‘OIlHJ'IHIl[ll]li'-l(!(!](llﬂ
Tabaerkn Gesoro njm noutu denoro
uBera, ¢ Ppackoil, co cnadbiv 3anaxom
JINMMOHA.

Round flat cylindrical white beveled tablets
with weak odor of lemon/

Kpyranie MIOCKOIIIH/PHYCCKie
Tabneriu Gesoro usera, ¢ ¢ackoii, co
cABLIM 3011AX0M JIHMOHA,

[dentification/IToIHHHOCTh!

Citric acid/

Hampua

Hustonnas xucnoma

Sodium  eitrate
hydrocarbonatel/

2udporapoonam

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/Bpemsi yaepRUBANNA 0CHOBHOTO
niKa 1a XPOMATOrpaMMe
HCTIBITYEMOTO  PACTBOPA  AOJIKHO
COOTBETCTBOBATE BpeMenH
YACPIKIBAHNS OCHOBHOIO INMKA HA
.| xpomarorpamme CTAHIAPTHOTO
o3| pacTopa JMonHOI KHCTOTBL,
and=" potassiunt | In the chromatogram of test solution
: =%/ = peaks  with retention times, that

wempant « Kaaus|

correspond 1o retention times of. two | tetention times of two main peaks in the

main peaks in the chromatogram fof

The retention time of the main peak in the
chromatogram of the test solution
corresponds 1o the retention time of the
main peak in the chromatogram of the
standard solution of citric acid/Bpems
YACPKUBAHHA  OCHOBHOT'0  NHKA  HA
XPOMATOrpaAMME HCHLITYEMOT0
pacTBopa  COOTBETCTBYCT — BpPEMEHH
YACPKHBAHHA  OCHOBHOI'O  HHKA  HA
XpomaTorpamme CTAHIAPTHOTO
PACTBOPA JIHMOHHOIT KHCTOTLI

In the chromatogram of test solution peaks
with retention times, that correspond to

citrate and
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@& Medinsa
ittty Batch No/Homep cepui: 08987P1

sodium  citvate  and  potassium | potassium  hydrocarbonale  standard
hydrocarbonate  standard  solution | solution  present/Ha  xpomatorpamme
should be present/Ha xpomarerpamme | nensITyeMoro pacTropa npicyTcTBYIOT
HCHBLITYEMOT0  PACTBOPA  JOJIKHBL | [KH €O BPEMEHAMI  YC[RKHBAHITH,

HPHCYTCTBOBATL MHKN €O | COOTBETCTBYHULIIMIT BpemMeHam
BPEMEHAMH YACIKHBAHINS, | YACPKABARNA JIBYX OCHOBHBIX ITITKOB HA
COOTBLTCTRY IOLITHMIT BPCMCHAM | XpOMATOIpamMe CTANIAPTHOTO

YACPHUBANHS ABYX OCHOBHBIX NHKOB | PACTBOPA HATPHS IIITPATA W KAJNS
HA  XPOMATOrpaMMe CTAHAAPTHOIO | ruapokapGoHaTa,

PACTBOPA HATPIHST THTPATA B KAJIBI
ruapoxapGonaTa,

Carbonate/Kapbonam Positive/Tlonosxknrensno, Positive/ITonoxirensno.
Average mass and uniformity of mass/ | 3,23 g— 3,57 g (3.40 g £ 5 %)/ 3,42 g (1)

Cpemnsin macea 1 opnopoasocts | 3,23 17— 3,57 r (3,40 r + 5 %)

MACChI

18 of 20 tablets: & 5 %, 2 of 20 tablets: | 18 of 20 tablets/18 n3 20 rabuacrox: -2 %,
+ 10 % of average tablet weight/ 2 of 20 tablets/2 n3 20 Tabunerox: +2 %,
I8 n3 20 rabnerox: £ 5 %; 2 ua 20
rabierow: = 10 % or cpeaneil Macenl

: Tabaerkm, S
Disintegration/ Pacnagacmoern < 5 minutes/ He Gosiee 5 mun, 3 min (vunmn)
Appearance of solution/ Slightly opalescent, almost colorless | Slightly opalescent, almost  colorless
Buewmmii s pacreopa solution/ solution/
Caerka  onanccunpyomnii, nourn | Cierka  onajecunpylomuii,  nowrn
L . S | Geeusernnlii pacTBOp. fiecuneTHbiii pacrsop.
pH 48-53 5,0
Loss on drying/TToreps 8 macce npn <3 % 0%
 BhICVIIHE A R S )
Dosage uniformity/ (n=10), AV 15,0 1,9
OxHopoaHOCTE ZO3NpOBANHS (n=30), AV < 15,0, in case if 0.75M <
X< 1.25M/

(n=10), AV < 15,0

(n=30), AV < 15,0, npu ycsnopim, uro
- 0,75M £ Xi £ 1,25M - B
Microbiological purity/ Category 3A/ Not performed/ R
MuxpoGnojornyeckan unerora* Kareropns 3A, He nposopiioce.

Total number of acrobic bacteria - NMT
10* CFU in lg. / Ofmee umcio
AIpOGHBIX MHKPOOPTAHNIMOB — He
Gonee wem 10 KOE B 113

Total count of yeast and moulds — not
more than 10? CFU in 1g/ Obfwee
MHCJI0 npmmlcem:lx H  IJICCHeBbIX
rputon — me Gogee 1em 10 KOE »
113

Absence of Escherichia coli in g/
OTeyrersue Escherichia coli s 1.

Citric acidl 1137,2 mg — 1256,9 mg (95 % - 105 % | 1183,9 mg 99 %
Jistonnas knenoma from the stated amount)/ 1183,9 mr 99 %
1137,2 mr — 1256,9 Mr (95 % - 105 %
OT IAARAEHHOT0 KOJITHECTBA)
Sodium citrare/ 793,7 mg - 8773 mg (95 % - 105 % | 835,6 mg 100 %
Hampus qumpam u o from the stated amount)/ 835,6 mr 100 %
6, arg, 793,7 mr - 877,3 mr (95 % - 105 % ot
JASBIICHHOTO KOJIYECTRA)
19,1 mg - 1015,9 mg (95 % - 105 % | 964,9 mg 100 %
om the stated amount)/ 964,9 mr 100 %
19,1 mr— 1015,9 mr (95 % - 105 %
J Hﬂﬂll.!!_elﬂll!()l_'(_l Kﬂﬂl!‘lccTBﬂ)

Potassium hydrocarborate/ =~
Kanua 2uopokqpoonan

Pack/ tablets in a plastic tube from | 20 tablets in a plastic tube from
¥Ynaxonia ){;olypropylene, sealed with a plastic cap | polypropylene, scaled with a plastic cap
/| with  dehumidifier. 4 tubes  with'|{ with dehumidifier. 4 tubes with indicator

A4 310822
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Labelling/
MapruposKa

NI
A4 310822

indicato
application instruction in a cardboard
pack/Mo 20 TaGAETOI B IJIACTIKOBYIO

Tyfy "3 FLOJHITPOTIIICHA,
YKYTOpeHHyio fIACTHROBOI
KpbIKoit ¢ paaronoraoTHTENeM. 4
Tybp1  BMECTE  C HIAHKATOPUOI
fiymaroit, KOHTPOJILHBIM
Kajnenaapem  H uuerpyknueit 1o

ﬁpllML‘il(‘-ﬂHiO noMenawnT B naMKy
KAPTOHHYIO.

On a primary package in Russian state:
wrade name of product with special
marking ®, group name, dosage form,
quantity of tablets per tube, names and
content of active substances per 1
cffervescent tablet in mg,
pharmacotherapeutic  group, storage
conditions, notes — s npuema
BHYTPbY, «BecroMorarebHpIC
peinecrra; J1aKTo3bl MOHOPHApAT =
115,0 mr MasHuTON = 105,0 mr H
apyruey, «Xpanuth B HEZOCTYTTHOM
jutst peredt mecreb», «Cepun Ne: (Ha aHe
TyOu)»; «lojten ot (na sine TYGLIY,
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
(combination of letters in Latin and/or
digits or digital designation).

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 subslances per 1
cffervescent tablet in me,
p‘harnwualhcrapeutic group, storage
conditions, prescription status, notes —
«BenoMorarenbHbIC BelecTsa:
JlakTo3bl MOHOTHAPAT - 115,0 Mr
Mananron - 1050 mr n JApyrHer,
«l lpunumath BHYTPH 1nocne
PACTBOPEHUI.D, «XpannTh B
HEJLOCTYIIHOM JUIs JieTed mecrte!», hame
and address of the company-owner of
registration ~ certificate, logo of the
company-owner of registration
certificate (in English), name of the
manufacturer, pharma code, batch
number (a labeling of a batch number on
a carton packing may differ from @
Jabeling of a 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), package

package with ather identification means

~ .
r paper, control calendar and the

size. Additionally, it is ailo»yeg,gpg;llgll‘k- OB

-
paper, control calendar and the application

instruction in a cardboard pack/
J1o 20 TafeToK B nuracrincopsoi Tyfe 13
MONHAPONHACHS, ylcynnpcnnoii
naacTHKoBOf KPBIKOI ¢
puaroniororarenenm. 4 Tybbl BMECTE €
HHANKATOPHOI fymaroii, KOHTPOJILHEIN
Kanengapem  H pHeTpyKumei  no
NPHMEHEHITIO0 B naiee wapTonnoit.

e
On_a primary package in_ Russian _state:
trade name of product with special marking
®,group name, dosage form, quantity of
tablets per tube, names and content of active
substances per | effervescent tablet in mg,
pharmacmhurapcutic group, storage
conditions, notes — «J{ns pHEMa BHYTPEY,
«BerioMoraTellbHbIC  BELIeCTRA JlakTo3b!
MOHOTHAPAT - 115,0 mr ManunTon - 105,0
ME W ApYrHED, «XpaiuTe B HEMOCTYHOM
i aereii mecrety, «Cepist Ne: (na aue
TYGBI)»; «omer z0: (na e TyOL)», 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
(ablets per packing, names and content of
aclive substances per 1 effervescent tablot
in mg, pharmacotherapeutic group, slorage
conditions, prescription status, notes —
«Benomoratenptibie peiecrna;  Jlarosyl
MOHOIHIPAT = 115,0 mr MannuTol - 105,0
Mr i apyriey, «[TpuHiMaTE BIYTPb nocne
pau’l'uupeunn.», ((XpﬂHHTI‘ B HCJ'L()C'I‘)’II]H)M
Juist aerel mectely, name and address of the
company-owner of registration certificate,
logo of the company-OWner of registration
certificate  (in  English), name of the
manufacturer, pharma code, batch number,
manufacturing  date, expiration  dale,
barcode, factory package code, package
size, DataMatrix code, GTIN — global
location number of trade unit, SN-—
individual batch number of trade unit./

Ha nepsu4HOoil YNAKOBKE HA PYCCKOM
SI3BLIKE YIRAIANO: TOProBoe
HAMEHOBAHIIC npenapara ¢
npenyupcmncnhnoii MapripoBicoii ®,
l'p}'l'lﬂlll]OBU‘lliUe llHIIMCHOBRHIIC,
sekapeTBentan  GopMa, KOJTHECTBO
tabaerok n TyOe, pauMeHoBAHNA 1
cofepaaHne AeliCTRYIOTIIX pemeers B 1
Tabaerie munyveit B Mmr,
(ApMAKOTEPANEBTHHECKAN TpynIa,
yeJORMSE XPAHEHHS, papmicn — «Jlis
npuenMa BHYTPBY, «BenomorareLHBLIC
JlakTo3pl MopormapaTr - -
105,0 mr
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Batch No/Homep cepum: 08987P1

A4 310822

(for example, DataMatrix code, GTIN -
global location number ol trade unit,
SN — individual bateh number of trade
unit), transparent sticker as a tamper-
evident./

Ha nepsntioil yiaronice 114 pyccKom
sI3bIIce YKA3BIBAIOT: TOProBoe
HAMEHoBanne npenaparta ¢
npeaynpeanTeasHoil  Mapkuposkoi
@, rPYNANPOBOYHOE HAIMEHOBATIIE,
JCKAPCTBEHHYIO OpMY, KOJIHUYECTBO
rafierok B TyfHe, HANMEHOBAHUS H
cojiepikanie AefCTRYIOIMIX BellecTs
s 1 TabGuerke mmmydeit B mr,
PAPMAKOTEPATIEBTHMECKYI) TpPYNY,
YCIOBHSE XpaHeHs, Haunuen — «/Lina

ll])lll:M'rl Btly’l'pb»,
«BenmoMorare/iuble BeLeCTBAS
Jaxrossr modoruapar - 1150 mr

Mannnroa - 1050 mr n apyruer,
«XPAHHTDL B HEJIOCTYITHOM LTS aeTeil
mecrel», «Ceprst Ne: (na ane 1y6oi)»;
«logen  mo:  (Ha  gue  TyOBI),
HAIMEHOBANHITE W Alpec BAALSIBLIA
PerncTPAOHHOT0  YA0CTOBEPEHII,
JI0TOTH BJIAARIBILA
PErHCTPALUMOHNOTO  YAOCTOBEPEHIs
(Ha AHTIIHITCKOM MIBIKE),
HALIMCHOBAHIE TPOH3BOANTEISE,
BHYTPH3ABOACKOI KO YNAKOBKH
(komOmanna  OYKB  JIATHHCKOIO
anpagnra  woom andpsl  wIn
npporoe 0b03HATIEHIIE),

Ha nTopnysboil ynakonike Ha pyeciom
si3blIce YKA3LIBAIOT: TOopronoe
HAINMEHOBAHIIE npenapaTta c
NpeAyNnpenTeNsHoil  MAPKHPOBKOI
®, rpynmiuposounoe HAHMeHOBAHIE,
gekapersennyio Gopmy, KOJIHNYECTBO
Tabaeror B yNaKkoBKe,
HAHMCIHOB AN H cojepxkanne
aeiieTpyronmx semecrs B 1 Tabnerke
mmnyyei B M,
QapmaKoTepaneBTHUCCKYI0 IPYINLy,
YCJIOBHS XpaHcHus, yeJaoBust
oTHYCIKA, HAJUTHCH -
«BenomoraresnbHbie BellecTBa:
Jlakroser monoruapar - 1150 mr
Maunnuroa - 1050 mr u apyries,
«I'lp;ummn'rh BHYTPB Tmochae
pPACTBOPEHHS», «XpaHuTh B
HepoerynHom st jgereii  mecrely,
HAHMCHOBAHNE H Alpec BJAXeJbUA
PErNCTPALHOHHOT0  YAOCTOBEPEHIIs,

JIOrOTHI BJIA/IETbIA
PErHCTPALOHHOr0  YA0CTOBEPCHIN
(Ha aHraniickom f3bIKe),
HAIMCHOBAHIE TP OH3B OAHTENS,
(papma-icon, Homep cepin
(MADKHPOBKA HOMEpa Cepium  Ha
KapTonHoi navke MOKET

OTIHMIATRES OT MAPKHPOBKIL HOMEpa
cepuil  Ha  NePBUYMHOI  ynmakoBnie
(tyGe) ma I, 2 w3

Apyriey, «XpaHuTh B HEAOCTYTHOM M5
pereii mecrel», «Cepun N (na awe
TyGe)»; «logen no: (wa jaue TyGB»,
HAHMEHOBAHIE | AApec  BJAACILIA

PErHcTPAlONHOro yiaoCTOBEPEH N,
JIOTOTHIT BJAICJIbIA PErHCTPALHOTHOTO
YAOCTOBEPEHIIS (Ha anrJurickom

SI3BIIKE), HATMCHOBAHNE NPONIBOANTCIS,
BHYTPH3ABOACKOI K04 YITAKOBKH,

Ha BropnuHoii ynaKoBke Ha pycckom
SI3LIKE YKA3AHO: TOPTOROE
HANMEHOBAHIIE npenapara ¢
npeaynpeurre Lot Mapenposkoii ®,
rPYINIPOBOYHOE HAIMEHOBAHITE,
JgeaperseHuast  Gopma,  KONMECTBO
TabNeToK B ynaKopKe, HANMEHORAHHS 1
copepKae AeiicTBYI0NINX BenecTs B |
Tabnerie iy ei B Mr,
hapMaKoTePANEBTHYECCKASN rpynna,
Ycaonus Xpanenus, yC.ITOBIIﬂ (]'I'ﬂy(:lfﬂ,
HALTINCH - «BemomoraTeabHble
pemecrna;  JlakToint Monmornapar o -
115,0 mr Maununton - 1050 mr n
apyrue», «[IpHHMATL BHYTPL TOCHE
pacTBOPEHIISLY, «XPpaHHTL B
HeoeTYnHOM Ui jereii  mecTel»,
HAHMEHOBAHIE ¥ Mpec  BJa/leNILIia
PerucTpaloHHoro YAOCTOBEPEHI,
JIOTOTHI BJAAJIENLIA PETHCTPAIIHONHOIO
YAOCTOBEPEHHSI (Ha AR cKoM
s13b1Ke), HANIMEHOBAHITE MPOH3BOANTEN,
(Ppapma-kon, HWomep  cepum,  AATa
NPONIBOACTEA, AATA OKOHYAHHI CPOKA
TOAHOCTH, ITPHX0BOIT KOt,
BHYTPHIABOACKOIT  KOA  yHAKOBKIH,
pasMepsl  YNAKOBKH  JABYXMCPHBIII
wrrpnxopoit ko, GTIN — ruofannunrii
HACHTHPHKALHOHHLITT HOMED Toprosoii
enuuHnubl, SN —  HHAHBHAYAJBHBIT
cepHiiHBIiT HOMEP TOProroil eaquHILbL




Batch No/Homep cepun: 08987P1

JIOIOJHHTEIBHBIX CHMBOMA,
0f03AAI0ULHX NMOCMEHHY IO
ynakosiy — ofoii cepnu)  (ecsu
ApUAMEHIAG),  BATY  TIPOH3BOACTBA,
JATY OKOH*AHHS CPOKA TOAHOCTH,
wrprxoBoii Ko, BHYTPH3ABOACKOIT
ko ynakoski (komGnuauns OyKs
NATHHCKOre A asTa nAum udpn
i uiposoe ofio3navcnie),

pasmepnl YHAKOBKIL
JlonoannrelbHo ROMYCKAETCH
HAHECCHIIC HA  YHAKOBKY JIPYrHX
HACHTHHHKAITHOHHBIX cpeicTB
(nanpumep, ABYXMepHBIH
WTPHXOBOI KOJl, GTIN —

raofanbHplil  HIEHTHHUKALHOHHLIN
HOMEp TOPronoit  eHHINLI, SN -
WHBHAYANLHLIT ceprituniii nomep
Topronoii  efuHuLbL), A TAKKE
[PO3PAMHOr0 CTHKEPA B KA4ecThe

% Parameter is controlled ai product release not for every batch (non-routinely) and may be absent in manufacturer's certificale
of analysis/IMokazameny npu svinycke npenapana KOWIMPOAUPYENICA He NHa Kadcooit cepuu (repymunno) u Moncent
omICYRICIMBORANTy & CEPIIpILICaME alasd HPOU3BOOHINEA.

Storage: At the temperature not more than 25 °C/Xpanenne: Ipn remMmepatype He Builie 25 °C.
Shel(life: 4 years/Cpoie roanocTi: 4 roa.

Confirmation of compliance/ TloaTrepIeHIE COOTBETCTRINL:

It is hereby certified 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 JITT-Ne(000446)-(PT" -RU)-061221, Component and Product Specifications
provided by the Customer, No deviations occurred during balch processing, packaging and analysis which could adversely affect
product quality.

HAaCTOSIM TOATEEPIAARM, T BhilCyKazanuas nupOPMATLIA SIBJSETCS routitHHoit 1 TouHoil. Jannas napris Ghuia
3FOTORJACHA, YIAKOBAHA B HCHBLITAHA HA BLIEYKA3AHNOI NPOH3BOACTRENION NIoIMALKE B COOTBETCTBHH €
rpebosammsmin GMP 1 B cooTBETCTRIN € YTBEPAACHHBIMI TIPONIBOACTBEHHBIMI WHCTPYKIMAMY, HOPMATHBHOI
poKyMeHTanei JITI-Ne(000446)-(PI-RU)-061221, coctasom W cneniIIKALISIMIL TIPOAYKTA, KOTOPbIE B
II[)GII('-TEUIJIEHI»I FaKAITHKOM, Bo Bpen I[])(Hlf{]i(‘])lc‘]'ﬂﬂ MapTHi, yﬂﬂi(’OBKH " npn AHAJIH3E HHKAKHX ()TlCJI()l]l‘,IHIi‘I He
Ilpﬂll'.i()lilJ‘H!, yro Moriao bl ﬁ'l'l)l!llﬂ'l'(‘.llb![() MOBJIMATHE HA KAYMECTRO I]pﬂflyKllllll.

Qualified person/ YHOJHOMOUCHHBIT NPEACTARNTENb:
Name/ Mma  Pilar Rodriguez Sena

Date/ Jlara:  21/10/2022

A4 310822 5/5 stamp and signature
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pemnpaunouﬂoru ynocmnepeuun-

,[l,aTa NOATBCPAACHNS pernc‘rpauun- -
;(nepepcrm:'rpauuu)

":,ElnTa BHeCeHHs H3Meﬂenﬂn
o (nepeotbopM.neHHﬁ) B perumpauueuuoe
: ynocmnepenue'

i :ocy;iapcme.

nomaepx{nae'r, uTo JIBKapCTBEHHbm npenapaT 3ap

"’(co ynapmao’ qnf;,u Espasuncxoro BKOHOM trecxorcm ,aa)

Meumy apoaHoe Henarer -ouanuoe
i uaumenoaau 1e (| HH}, mm oﬁmenpnmﬂoe
rpynnuposouu_ ) HAUMEHOBAHHE, HIH.
HMHYCCKOE Ha'umenunalme AKTUBHOI
xpapuauennmecmou cyﬁc'rauunn
H{ pu oTcchT i MHH)' : :




14 |Cpok roanocT:

5
i
1

HHdopMaiis o Npon3soaHTee NeKapcTBEHHOTO NPenapaTa (Ha3BaHus i apeca MPOMIBOACTBEHHBIX MIOLIAMOK,
YHacTBYHOUIMX B MPOLIECCE NPOU3BOACTBA JIEKAPCTBEHHOIO Npenapata)

| M | Cramns NPOH3BO/ICTBA
CH(BCEe YHACTHHKH . .
TPOH3BOACTBEHHOTO -

| npouecca)

| HasBanue oprannzaunu

‘| Aopec 1poN3BOACTBEHHON NAOIAAKY

1 | Tpom3BoaCTRO rOTOROH -
JieKapcTBeHHOl (GopMat

Laboratoms Medlcamentos
-[ntcrnacmnaies SAL :
_.»‘Spam/ﬂaﬁoparopuoc
- | MexnunkamenToc HHTepHauﬂouanec
| C.A., Ucnanus

C/Soiana 26 Torrején de Ardoz 28850

Madrid, Spain / C/ Conata, 26, :
" | Toppexou-ne- Apaoc, 28850 Maﬂpuﬂ,
| Vicnanus.

|2 |TlepBnunas ynakoBka =

Laboratqrios,'Mé;jigameﬁéds-
Internacionales, S.A.,

| Spain/Jlabopatopnoc
MenukameHTOC MHTepHaunonanec :

C.A,, chaHMﬂ

C/Séiaﬁa, 26, Ton‘ej_'él_j"c_le.Arddz, 28850 |
Madrid, Spain / C/ Conawa, 26, '

Toppexor-ae-Apaoc, 28850 Mampun, |
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