SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44079
MANUFACTURE DATE: / HATA U3rOTOBINEHUA: 01/2024 C.A /| CEPTU®UKAT AHANN3A: 512/24
ANALYTICAL PROC. N°: / IPOTOKOJN AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOOQHOCTH: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas
AoxkymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOf NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALEEBTUYECKOM CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: Oxcumerasonux

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUWA NPOU3BOANTENA ®APMALIEEBTUYECKOMN CYECTAHLUM:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUMECKOW CYECTAHLIMM NPOU3BOAUTENA
No: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcdpua PapmaXemukanueH MunaeH MeX

COUNTRY OF MANUFACTURE OF THE API / i
CTPAHA NPOU3BOANTENA PAPMALIEBTUMECKOU CYBCTAHLIMN: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundukaumm PesynbTarbl
Description/ OnucaHnue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spayHslit
WNU MOYTM NpPO3payHbIil pacTBOp OT NOYTU
6ecupeTHoro Ao cnabo-xenToro LBeTa.

Complies / CooTBeTcTBYET

Identity/ MognuHHoCcTE Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa rmapoxnopua, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi ypepxuBaHMs OCHOBHOFO nNuKa Ha
Xpomatorpamme WCTbITyemMoro pacTeopa AOIKHO | Complies / CooTeeTcTayeT
COOTBETCTBOBATL BpEMEHM yaepuBaHus

OCHOBHOrO nuka Ha XpomaTtorpamme
CTaHAapTHOTO  pacTBopa  OKCUMETa3onuHa
ruapoxnopuaa, nony4eHHoi npu

Konu4yecTBEHHOM onpeaeneHnu.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the
xnopua, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPXMBAHNA OCHOBHOIO NWKAa Ha XxpoMaTorpamMmMe | Complies / CooTeeTcTByeT
MCMbITYEMOro pacTeopa AONXHO COOTBETCTBOBATL
BPEMEHW YAEpPXWBaHWA OCHOBHOIO nNUKa Ha
Xpomarorpamme CTaHAapTHOro pacrsopa
OeH3ankoHus  xnopuaa,  NonyvyeHHon  npw
KONUYECTBEHHOM ONpeAeneHun.

Clarity / Mpo3spayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies / CooTseTcTayeT

npenapara He JOJKHA npeBbIWaThb
onanecLueHLUMio 3TanoHa cpaBHeHusa |/BoApl
OUYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NMPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 44079

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 01/2024

C.A /| CEPTU®UKAT AHANU3A: 512/24

ANALYTICAL PROC. N°: / TPOTOKON AHANU3A Ne: SRAS-9WACRV.2

EXP. / CPOK TOAHOCTH: 01/2027

ANALYTICAL REFERENCE / PE®GEPEHTHLIW UCTOYHUK METOOOB AHANMWU3A: Normative documentation / HopmaTusHas

nokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO NPOAYKTA KIUEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPVM MPOVU3BOAUTENSA ®APMALIEBTUMECKON CYECTAHLIMM:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALEEBTMMECKOW CYECTAHLIMWM NPOU3BOANTENA

rMo: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHME MPOU3BOAMUTENS ®APMALIEBTUMECKOW CYBECTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /

Surdpna PapmaXemukanued MuraeH TmeX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOWU CYECTAHLIMU: Germany / Fepmanuns

TESTS
Moka3zaTtenu

SPECIFICATIONS
Cneundukaumm

RESULTS
Pezynbrathbl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / MNpenapat gomnxeH 6biTb
OecuBeTHbIM WNWU  BbIAEPXUBATb CpaBHEHWe C
3TanoHom Yz.

Complies / CootsetcTByeT

Relative density (d 20/20) / OTHOoCcuUTENnbHas

From 1.006 to 1.010/ OT1 1,006 go 1,010

nnotHocTh (d 20/20) 1,008
pH From 5.5t06.5/015,5306,5
5,9
Osmolality / OcMoNANLHOCTb From 270 to 330 mOsmol/kg / OT 270 go 330
mOcmonb/kr
276
Relative impurities / PogcTBeHHble npuMecK
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnunas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdMUMpoBaHHas NPUMECh
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpeneneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxsopua hydrochloride/ Ot 237,5 po 262,5 mkr/mn 248.7
OKCMMETA30NMHa rMapoxnopuaa. )
Benzalkonium chloride / BeHaankoHus xnopua From 45 to 55 pug/mL of benzalkonium chloride/ Ot
45 po 55 Mkr/mn 6eH3ankoHua xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOI'O NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HaszanbHbie 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHWUW KOJl MPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 44079

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 01/2024

C.A /| CEPTUO®UKAT AHAJTIU3A: 512/24

ANALYTICAL PROC. N°: / TPOTOKON AHAJIU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FrOOAHOCTMH: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIN UICTOYHUK METOOQOB AHAMNW3A: Normative documentation / HopmarusHas

AokymeHtayus [MTN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf, MPOOYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWUE ®APMALEEBTUYECKOW CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUN NPOU3BOJUTENS ®APMALIEBTUMECKOW CYBCTAHLIUM:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHLWMU NPOU3BOOUTENSA

Mo: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLWUM: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanved MungeH Mex

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS

Moka3sartenu Cneuundukauum Pesynbrarhl
Microbial purity / Mukpo6uonorudeckas
yucrorta
Total aerobic microbial count (TAMC) / Not more than 102 CFU /mi / mEFUl

: <1 CFU/ml

OB6wiee yucno aapobHbix HakTepuit He Gonee 10% KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml /
O6buee 4ncno ApoXcKeBbIX U NNECHEBLIX rpubos <1CFU/mi

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10" KOE/mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absence in 1 ml/ Otcytcteue 8 1 mn

Absent / OtcyTcTByiOT

Absent / OtcyTcTByYlOT

Package / YnakoBka

10 mL in an amber glass bottle with a polypropylene
screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTa BO (hrakOH TEMHOro
cTekna C HaBUHYMBaEeMOW NONUNpPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKOW U3 CTekna Tvuna
3 (EBp. ®.) u bpomOyTUNKayyyKa.

Mo 1 conakoHy C MHCTPyKUUWEl No

NMPUMEHEHMIO B NAYKY KAPTOHHYIO.

Complies / CooTtseTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUM C HOPMaTUBHOW
AOKyMeHTauunen.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasansHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUW KOf NMPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 44079
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 01/2024 C.A/ CEPTU®UKAT AHANU3A: 512/24
ANALYTICAL PROC. N°: / TPOTOKOI AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FrOQHOCTMW: 01/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbI UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatusHas
ackymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUH KOA NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopug, MHH: OkcumeTasonui

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIUM:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLIUN NMPOU3BOAUTENA
rMo: 23080121

APl MANUFACTURER NAME / ;
HAUMEHOBAHMUE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /
3urcdpug PapmaXemukanued MursgeH Mmex

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENSA ®PAPMALIEBTUMECKOW CYECTAHLIUWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneundukaumm PesynbTaTthb!

Storage / XpaHenue: At temperature below 25°C. / Mpu TemnepaTtype He Bbitwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / NNpumeyanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPEGOBaHUAM HI

BATCH REMARKS / lNpumeyaHue ans cepun:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [laHHbiM CBUAETENBLCTBYIO, YTO AaHHas NapTUA NPOBEpeHa B
COOTBETCTBMM C paspelueHMeM Ha MapkeTuHr U Esponeiickum pykoBOACTBOM NO Haanexalled npou3BOACTBEHHON
npakTuKe ANs NekapcTBEHHbIX NPOAYKTOB.

Fal
Ay G DECISION / 3axmovenme: A Vo X
Sonia Chainho ¢
DATE / fara: 8 OB/ZOL‘(
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE N1LO: ’\Q
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