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CMK-COI1-037-5-001-03

HOIITBEP)KIIEHHE COOTBETCTBI/UI CEPUH
Ne 5!—00380/21 or 25.08. 2021

HacToSIIMM IOATBEPXK/IaEM COOTBETCTBHE BBO3MMOrO JIEKAPCTBEHHOIO mpenapata TpeCOBAHUAM,
YCTAHOBJIEHHBIM [IPH €r0 rOCyApCTBEHHOH PeruCTPALMY |

ToproBoe HaHMEHOBaHHE

Axsa Mappxc_

Medx/1y HAPOJHOE HeTATCHTOBANA0E HAMMEHOBRHHE

JlexapcTBenHas Gpopma

KaIv HasaJbHble s nered

Jlo3upoBka -

Qopma BBITYCKA dnaxon-kanenshmna 10 mn x 1 (mawxa
KapTOHHas)

Howmep cepun 20130

Q6neM NapTUH 100 817 ynaxk.

Jlarta BeIycKa 05.02.2021

ToueH 1o 30.11.2022

HammeHoBaBHE U aIpeCc MPOHU3BOIHTENA

SPAH-TAJIEHCKH JIABOPATOPHN

a.0., Ceunno 20, 51000, Puexa, Xoppatus

Cranuu NPOX3ROJACTEA

| Bece cTazuy NPOH3BOACTBA

Howmep u nara pemcrpauno&uom YAOCTOBEPCHAA !

I NO13831/02 or 15.08.2007 (aara
nepeodopmwrenns 10.12.2015)

HoMep HOpMaTHBHOH JIOKYMeHTALNUA

T N013831/02-150807, Mam. Ne 1-3

 HanMeHOBaHHE W aapec AepiKaTels
pPerucTpaLloOHHOr0 y.uoc‘fcbepeﬁua

2.0., Ceunno 20, 51000, Pueka, XopsaTus

SAAPAH-TAJIEHCKH JIABOPATOPHH

OTBETCTBEHHOE JTHLIO: Meﬂcmxep no oﬁecneqeﬂum kauectra Q00 «}UIPAH» Hocenxo 10.A. no
nosepenHocty Ne 2828-20

1 o1 28.06.2021.

s

Hara: 25.08.2021
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Product name / Hassaxue npenapara;

AQUA MARIS®, nasal drops for children, bottle-
dropper 10 ml x 1 (carton box)

AKBA MAPUCE®, Kannu HasanoHbie ANA AeTew,
dnakoH-kanensHuua 10 Ma x 1 (nayxka kapTonHan)

Batch / Cepun: : 20130

Manufacturing date / fava npomwgma 11.11.2020,
Explry date / FogeH ao: 30.11.2022.
Date of analysis / [lata nposegeHus aHanusa; 10.12.2020.

Name of the API / HaumeHoBaHue
thapMauesTUYecKon cybcTanumum;

Adriatic sea water / Boaa AapuaTiueckoro Mops

API batch No. / Homep cepuu dJapnaueamuecscou
cybCTanumnm:

2010391

API Manufacturer / NpoussoanTens
dapmauesTudecikol cybcraHumm:

JADRAN-GALENSKI  LABORATORL] d.d,, Croatia /
SAAPAH-TAJIEHCKW NABOPATOPWUW a.0., XopeaTus

CERTIFICATE Ne 0979/20
CEPTU®UWKAT N2 0979/20

PARAMETERS REQUIREMENT TTRESULTS ;
NAPAMETPGI TPEBOBAHWA ! PE3YNTbTATHI |
APPEARANCE Clear colorless odorless solution, Clear colorless odorless solution. i
OMUCAHWE ﬂpbzpasmun GecuserHuiA pacrsop 6e3 | NpospauHbil GecuseTHblil pactaop 6es
3anaxa. 3anaxa.
STERILITY Solution should be sterile. Complies
CTEPUBHOCTL Pacreop aonxeH GbiTh CTEPUALHLIM. Cooteertcreyer
DERIVABLE VOLUME ot fess than nominal velure (10 ml) 103 |
W3BJ/IEKAEMbIA OBLEM He Meree HOMMHansHoro ofweMa (10 un) 10,3
pH 6,0 - 8,5 80
ISOTONOCITY Freezing point of solution should be below | 0,61 °C
than freezing point of water on 0,4-0,7°C
M30TOHUYHOCTDb :TemnepaTtypa 3aTeeppesaHus pactsopa | 0,61 °C
| AonXHA GbiTe  Hume  TeMnepaTypbl
3aTeEpAEBaHIa BOAbI Ha 0,4-0,7°C
IDENTIFICATION OF e :
Na* Na*
Ca®* A. Precipitation reaction with zinc- | Complies
Mg** urany! acetate solution Complies
€ B, [onic chromatography
S04 car :
A, Precipitation reaction with | Compiies
ammonlum oxalate solution Complies
- B.  lonic chromatography
Ma?*: i ' : : |
A. . Precipitation reaction with H
ammonium chloride solutlon, ammenia | Complies

AQUA MARIS nasal drops for children N NO13831_02-20130-RU (002)
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solution and sodium phosphate solution. | Complies
‘B..  lonic chromatography ’;
cr
A, Precipitation reaction with diluted [ Complies
§ nitric acid and silver nitrate solution, COmphes
B Tonic chromatography ! |
| S0 ! |
{ A precipitation reaction with barlum | Complies |
! chloride solution | Complies i
| B. lonic chromatography | \
H : i
| |
5 Na l
| WAEHTUOUKALIWA A. Peakuws OCaXASHWR C PACTBOPOM LWHK= CooTBeTCTBYET {
| Na* ypanunauerara CooTBeTCTBYEeT |
Ca?* B. MoHooGMeHHas xpoMaTorpadus i
ng+ CB + |
ad A. PeaKuus OC3XWAEHWA C PaCTBOPOM CooreeTtcreyer
SO DKCANATa aMMOHMWA CooTeeTcreyeT |
B. MOHOOGMeHHBS XxpoMaTarpadus \
lMgZi-
i A, Pgakuus OCaXAEHMUA C pacTBOpPOM
i XNOpUAa BMMOHMS, PACTBOPOM ammuaka u | CoOTBETCTBYET
‘, pacTeopom QocthaTa HaTpus CooTBeTcTBYET \
| Bl VioHooBMeHHasR xpomaTorpadus i
H c o
E A. Peakuus ocaxpaeHvda C pasBefeHHON !
| a30THOM KWCNOTOR W C PacTBOpoM WuTpaTa | CooTeeTcTayer
cepebpa Cooreercrayer
B. MoKooGMerHas xpoMarorpadms
: SD‘?'
A, Peakuua OCaXAEHWUA C PacTBOpPOM CooTBeTCTBYET
xnopuaa 6apus R CooTsercTeyeT
5. ‘Monoo6MeHHaR xpona'rcrpaq;un
ASSAY OF IC method:
Na* Not less than 2,50 mg/ml 3,49 mg/mi
Ca?* Not less than 0,08 mg/mi 0,13 mg/mi
Mg+ Not less than 0,35 mg/ml 0,42 mg/mi
cr Not less than 5,50 mg/mi 6,30 mg/ml
SO Not less than 0,60 mg/ml 0,86 mg/ml
HCOs" '!'ltrirmstric method: not less’ than 0,03 | 0,04 mg/mi
mg/m
KONWMYECTBEHHOE 4
ONPEOENEHWE
Na* MeToa MOHHOR XxpoMaTorpadun: 3,459 mr/mn
Ca*" He menee 2,50 mr/mn 0,13 Mr/Mn
Mg?* He meHee 0,08 mr/mn 0,42 Mr/mn
4 He menee 0,35 Mr/mn 6,30 mr/mn
504 He menee 5,50 mr/mn 0,86 Mr/mMn
: Ho MeHee D 60 mMr/mn
HCO3 5
| Tu‘rpwnerpuwecmﬁ METOR: He menee 0,03 | 0,04 mr/un
! Mr/Ma
PACKAGING 10 mi of the medicinal product In a Complies

polyethylene botte-dropper with

corresponding screw thread. One bottle-
dropper with instructions for use Is placed

JADRAN - GALENSKI LABQRATURMd& 51000 RIJEKA = SVILNO 20= CROATIA = +385 51 65&
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YNAKOBKA

in a carton box,

Mo 10 Mn npenapaTta 8 NONUITHIEHOBOM
nakoHe-KanensHuLe C COOTBETCTBYIOWeN
BMHTOBOW Hapesko#. Mo oaHOMY thnakoHy-

| KaneneHUUEe ¢ MHCTpYKUuWed no
| NpUMeHeHwo no«emam B KBPTOHHY'O
nauky.

| Cootsercrayer

|
|

MARKING

MAPKWMPOBKA

-COAEPXMMOTO

D K04 («GTIN:»
MAGHTMOUMKBUMOHHBIM  HOMEP  TOProsoi

Ha nepeuyHoM  ynakoeke  (3TMKeTke
ONAKOHA-KaNenbHWlibl) Ha PYCCKOM R3biKe
YKa3biBAIOT: TOProBOE  HAWMEHOBAHME
npenapara co sHakoM ®, HagnWcW: «ANA
aetei», «C poxaeHus», «npodunakTukas,

«PEerynRpHBIA  YXOA®,  NEKapCTBEHHYW |
opMy, ofbem cogepxuMoro GnakoHa- |

KBnenbHWUsl,  HOMEp  cepwuu,  AaTy

.MPOM3BOACTBA, AATY OKOHYaHWA CpoKa

FORHOCTH.

Ha . nepsuuHol  ynakosxe & (3TukeTe
GAaKoHa-KanensHKUbl)  HE8  BHIMMACKOM
A3bIKE AOMONHUTENBHO YKa3bIBAIOT!
noroTvn PUpPMBI-NPON3IBOAUTENS,
HavMeHoBaHwe Beb-caitTa.

Ha BTOPUYHOW ynakoexe (nauke
K3PTOHHOH) Ha pycckom A3biKe
YKa3biBAKT; TOPrOBOE  HaWMEHOBaHWE

.npenapata co 3HakoM @, HaAnNWcK: «4nA

AETEd», %C POMACHWA®, «NPOPUNAKTUKE,
«PEIYNSAPHBIA - yXOZ4®,  «OuMWaeT M
BOCCTAHAB/IUBAET CNU3UCTYIO  oBonouky
Hoca», «Bosa AAPUATHYECKOTO MOPA C
HaTypanbHbiMu MUKPOSNEMEHTEMU, »,
«CTEPUBHBIA  W3OTOHUYECKUA pacTeOp»,
«6e3  KOHCEpPBAaHTOB WM XMMHUYECKMX
AoGaBOK»,  «Ha3lHauYeHMEe!  OcTpule U
XPOHWYeckue BOCNANWUTENbHBIE

- 3a00neBaHWA NONOCTU HOCA, NPUAATOMHBIX

nasyx WM. HOCOrNOTKW; aneHonabl;

| COCTOAHWME NOCNe Onepaudi Ha noenocTw

HOCA} anneprvyeckue W Ba3OMOTOPHbIE
PUHUTBI;  NPOUNAKTUKE . U NeyeHue
WHODEKUMIA NONOCTH HOCA B OCEHHE-3UMHUIA
nepnoa (8 cocrase = koMnnexcHoW
Tepanuun); CyxocTe cnuancTolt obonouku
MOAOCTY HOCA.», XCNOCOB NPUMEHEHUA: CM.
MHCTPYKUMIO®, 3HauoK ¢ waobpaxeHuem
HOca, nexkapcTBeHHYO  dopMy, 06beM
dnakoHa-KanenbHulel,
COCTas npenapara, YCNOBMRA XPAHEHWA C
NPeayNpeanuTenEGHOR  HBAMMCLI: - «B
HEAOCTYNHOM  4N1R  AeTed  Mecre», Cpok
TOAHOCTH, PerucrpaumMorHbii  HOMep,
YCNOBMSA OTNYCKa W3  anTek, Ha3lsaHue
(QUPMBI-NPOM3BOAWTENA, AAPEC, CTPaHy,
HOMEp CepuM, AaTy nNpOv3BOACTBa, AATY
OKOHYAHWA CPOKA rogHOCTI, WTPUX-KOg, 2-
=rnofaneKbiit

eavHuubl; | «SN»! - MHAMBMAYANbHBINA

CepuilHbiil HOMED TOProBOM eauHMUS),
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA ¢ SVILNO 20= CROATIA = +385 5%
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Ha nepeuyHol ynakoBke (3TuKeTke
thnakoHa-kanensH1usl) Ha  PYCCKOM
A3blKe YK&38HO: Toprosoe
HauMEHOBaHWe npenapara co 3HaKOoM
®, Haanucu: «anR  feved»,  «C
POXAEHAR®, «npounakTuka»,
«DErYASPHBIA YXOA», NEeKapcTBeHHas
topma, ofwem coaepkvMoro Gnakora- |
KanenobHuubl, HOMEP Ccepwv, aaTta
NPOV3BOACTBA, AaTa OKOHYBHWA CPOKa
TOAHOCTY.

Ha nepBu4HOW Yynakoeke (ITUKETKe
NEKOHA~KANeNsHULUbI) Ha aHrNMACKOM
A3bIKe  JONONHWTENBHO  YK@33HO:
norotvn $upMbl-npon3soanTens,
HauMeHoBanue seb-calra.

Ha BTOopuyHoM ynakoske (nauxe
KBPTOHHOR) Ha  PYCCKOM A3bIKE |
YKa3aHO: TOPrOBOE  HaWMeHoBaHWe
npenapata co 3Hakom ®, Hagnvcu:
«ANR  ABTEA®»,  «C  POXABHUA®,
«npodmnakTuka», «PerynApPHbIA
YXOA®, «04YMLLAET ¥ BOCCTaHaBNWBAELT
chmancTyio obonouky Hoca», «Boaa

ApUATUHECKOTD MOPA c i
HaTypanbHbiMw MUKDOINEMEHTEMK.», i
®CTRPHUNLHbIA MIOTOHWMHECKWA |

pacteop», «0e3 KOHCEPBEHTOB ©
xuMuueckux Ao5aBoK», «HaIH3YEHUE!
oCTpLia " XPOHHHECKHE
- BOCNAnMTeNbHbIE sabonesaHus
NonocCTM Hoca, NPUAATOMHBIX NE3YX W
HOCOFNOTKW; 3AEHOMALI; COCTOSHWE
nocne onepaudit Ha NONOCTM HOCa;
annepruYeckMe w BA3OMOTOPHbIE
PHHWTBI, NPOGWAAKTUKE W nedeHue
nHpekynA nonocT HOCa B OCEHHE-
ET Tt nepuoa (a cocrase
KOMNNEKCHOR Tepanuu); CYXOCTb
CAM3UCTON 0B0N0OMKK NONOCTH HOCa.»,
=cnocob NPUMEHEHWSA ! CM.
WHCTPYKUMIO®, 3Ha4oK c
1306pameHnueM HOCa, NEeKapCTBEHHER
tdopma, obweM cofepXUMoro nakoHa-
KaneisHulsl, CcCOoCTas  npenaparta,
YCNOoBUA XPaHeHUR c
NpeaynpeauTEnsHOM  Haanuchbio:  «B
HEAOCTYTHOM ANA A€Ted MEecTe», CpoK
rOOHOCTH, perumpqﬂuouﬁuﬁ “Homep,
YCNOBUA omycx&ﬁz@rﬂa« Haaﬂaﬁﬁ:e {
(DMPMBI-TIPOM3BERATENS, -

CTpava; Hgnw
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K3PTOHHOW) Ha  aHIAMACKOM  A3blke | roAWocTW,  wTpwx-kod, 2-D «kop

H3WMEHOBAHWE npenaparta co 3Hakom ®,
Haanucs «for  kidse», norotmn upMbi-
NpoOM3BOAMTENA, HAaUMEHOBaHKWe Beb-calTa.

WACGHTUDHKBLUMOHHBIA HOMED TOProBOW
eauHuUbl;  «SN»:  WHAMBWMAYANbHBLIW
CepuiHbii HoMEp TOProBOR eanHMUB!).
Ha sTOpuyHoRr  ynakoske (nauxe
KapTOHHOA) Ha aHTMACKOM A3bike

OUPMBI-NPOUIBOAUTENH,
HaumeHoBaHKe seb-caiTa.

AONONHWTENBHO  yKaseiBawT: Toprosoe | («GTIN:» -rno6ansheli |

Ha ~ BTOpUuUHOM  ynakoBke  (Mauke | NPOW3BOACTBA, AaTa OKOHUAHWA CPOKa |

AOMONHUTENBHO  YKA3aHo: Toprosoe |
HaUMEHOBAHNE NpEenapara co 3HAKOM |
®, wnagnuce «for Kkids», noroTwn

STORAGE CONDITIONS At temperature not more than 25°C., complies
YCNOBWUSA XPAHEHHA - | Npn Temnepatype re siwe 25°C. . | cooTaercreyer ,
‘ e S _ |

| SHELF LIFE 2 years complies |

CPOK MOAHOCTH : 2 roga cooTsercTeyer

Importing country / Ctpasa nMnoprep: Russian Federation / Poccuickas Qegepauus

Registration Certificate No. / Homep 4 M NO13831/02 dated 15.08,2007 (re-issued

PeructpaunoHHOro yaocTosepeHns: i 10.12,2015) / N N013831/02 o7 15.08.2007 (aata

: 3amennl 10.12,2015)
Manufacturing site / NpoussogcTeerHas JADRAN-GALENSKI LABORATORL] d.d., Croatia, Svilno
nnoujaaka: 20, 51000, Rijeka / AOAPAH-TAJIEHCKW NABOPATOPWIA
a.0,, Xopsatua, CeunHo 20, 51000, Pueka

I hereby confirm that the Information above Is authentic and accurate. This batch of the product was
manufactured (all production stages), Including labeling/packaging and quality control at the above
mentioned manufacturing site in full compliance with the GMP requirements, requirements of the
|_registration dossier and normative documentation approved in the importing country.

HacToslWmMM yaoCTOBEPAIO, HTO MPUBEAEHHAR Bblwe WHGMOPMAUMA NOANMHHA M TouHa. LaHHan cepus
lleKapcrseHHoro npenapara 6eina  npow3segeHa (Bce cTanum npov3soacTBa), BKNHOUARA
YNBKOBKY/MapKMpPOBKY U KOHTPO/b Ka4YecTsa, Ha

YKa3aHHOW Bbile nNPOM3BOACTBEHHOW NNOWAAKE B MONHOM COOTBETCTBMM ¢ TpeboBaHusmu GMP,

TpeboBaHUAMK PErCTP2UMOHHOTO AOChE M HOPMATMBHOM AOKYMEHTALMM, YTBEPXAEGHHOR 8 CTpame-
umnoprepe,

Quality of the product complies to Normative Document IT N013831/02-150807, Variations No, 1-3
Kayectso npoaykTa cooraetcreyer 1 NO13831/02-150807, Wam. N2 1 3

I hereby confirm that the batch is approved for release
Hacrosuium noareepxaaio, uto BLIWEYKAIDHHAN CCPUA PAIPEWEHE K BbINYCKY

Date

AaTa (\:6' Q'? F "lo‘%//’ »
Qualified Person Mirna Simiéié U i
Moanuce YNOAHOMOYEHHOrO NULa /LL vy {1

AQUA MARIS nasal drops for chiidren ﬂ N013831 QZ 20130-RU (002)
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