SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasanbHsble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOZ NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 44752
MANUFACTURE DATE: / BATA U3IOTOBIEHUSA: 06/2024 C.A / CEPTU®UKAT AHATU3A: 3396/24
ANALYTICAL PROC. N°: / NIPOTOKOJT AHATTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIUW UCTOYHUK METOAQOB AHAJIU3A: Normative documentation / HopmaTueHas
pokymenTtauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopua, MHH: OkcumeTtasonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALEBTUYECKOWN CYECTAHLMUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTU4ECKOMW CYBCTAHLUUN NPOU3BOANTENA
Mo: 23120292

APl MANUFACTURER NAME / :
HAUMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppun PapmaXemukanved MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHUWUW: Germany / l'epmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTenn Cneuundumkauum PesynbTrathbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / NpoapayHbii
MMM NOYTWM NpO3payHbli  pacTBOp OT MOYTU
6ecugeTHOro fo cnabo-xenToro UeeTa.

Complies / CootBetcTBYET

Identity/ MopnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yOepxuBaHWA OCHOBHOrO Mnuka Ha
XpomaTorpamme UCTILITYemMOoro pacTeopa A0MKHO | Complies / CooTeeTcTByeT
COOTBETCTBOBATL BpPEMEHU yaepXKUBaHUs

OCHOBHOIO nvika Ha XpomaTtorpamme
CTaHAapTHOro pacteopa OKCMMeTa3onuHa
rmgpoxnopuaa, nony4eHHoA npu

Konu4eCcTBEHHOM onpegeneHuun.

Benzalkonium chloride / BeHzankoHusi 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
yaepXnBaHnsa OCHOBHOIO Nuka Ha XpomaTtorpamme Complies / COOTBeTCTByeT
MCNbLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATh
BpEMEHU YAEPXKWBAHWUK OCHOBHOMO nNMKa Ha
XxpomaTtorpamme CTaHAapTHOIO pacTeopa
6eH3arnkoHns  xropuaa,  NONYyYeHHOW  npu
KONMMYECTBEHHOM Onpeaenexnn.

Clarity / Mpo3pa4yHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTeeTcTayeT

npenapara He AOImKHa npesbIWaTh
onanecueHUMio 3TanioHa cpaBHeHus |/Bopbl
OYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNMU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOQ NPOOYKTA: 704531

BATCH Ne / NAPTUA Ne /: 44752

MANUFACTURE DATE: / DATA U3TOTOBNEHWA: 06/2024

C.A/CEPTUDUKAT AHANMKU3A: 3396/24

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

EXP. /| CPOK FrOQHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIW UCTOYHUK METOOOB AHATIU3A: Normative documentation / Hopmatushas

noxkymeHTaums N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: OkcumerasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENS ®APMALIEBTUYMECKOU CYBCTAHLIUK:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYECTAHLUWM NPOU3BOOUTENA

rMo: 23120292

API MANUFACTURER NAME /

HAWMEHOBAHME NMPOU3BOAUTENS ®APMALEEBTUYMECKOW CYECTAHLIUMN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanueH Munaes TM6X

COUNTRY OF MANUFACTURE OF THE AP!/

CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIMU: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundukauum

RESULTS
Pesynbrartsl

Color / LiBeTHOCTB

The product should be colorless or be comparable
to reference solution Y. / Mpenapat AonxeH BbITh
OecuBeTHbIM WY BblAEpXUBaTb CpaBHEHWEe C
3TanoHoM Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuUTenbHasn

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

nnoTHocTb (d 20/20) 1,008
pH From 5.5t06.5/015,5806,5
5,9
Osmolality / OcMonsiNbHOCTL From 270 to 330 mOsmolikg / Ot 270 po 330
mOcmonb/Kr
279
Relative impurities / PoacTBeHHbIe npuMecK
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHn4nas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUULMpOoBaHHasa NpUMECch
Total impurities/ Cymma npumecein Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonnyecTtBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rmapoxnopua hydrochloride/ Ot 237,5 no 262,5 mkr/mn 248 8
OKCUMETAa30MMHA Fuapoxnopuaa. ’
Benzalkonium chloride / BeH3ankoHus xnopua, From 45 to 55 pug/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn BeH3ankoHua xnopuaa 48
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44752
MANUFACTURE DATE: / BATA U3FOTOBJIEHWUA: 06/2024 C.A/ CEPTU®UKAT AHAJIU3A: 3396/24
ANALYTICAL PROC. N°: / MIPOTOKOJ AHAJIN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTusHas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO} NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopug, MHH: OkcumetazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENA ®APMALEEBTUYECKOUN CYECTAHLUMUMU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBCTAHUUWN NPOU3BOAUTENA
N®: 23120292

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTEIA ®APMALIEBTUYECKOWN CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urdppua PapmaXemukanued MuHaeH M'mbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHUMU: Germany / Fepmarmns

TESTS SPECIFICATIONS RESULTS
MokasaTenn Cneuudnkaummn PesynbTaThl

Microbial purity / Mukpo6uonoruyeckasn

yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml/ ot
v <1 CFU/mi

O6wwee yucno aspobHbIx BakTepuit He Gonee 1 02 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml /
O6Lee uMcno APOXKEBBIX U NNECHEBLIX rpubos He Gonee 1 01 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTteue B 1 MA

Absent / OtcyTtcTByIOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 mn

Absent / OtcyTcTRYIOT
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 ¢nakoH TEMHOro
cTekna C HaBUMHYMBAEMOW MNONUNPOMUIIEHOBOW
KPbILWKOW CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (EBp. @.) n 6pombyTunkayuyka.

Mo 1 chnakoHy ¢ UHCTPYKLUMEN NO

NPUMEHEHMIO B NAYKy KAPTOHHYIO.

Complies / CooTtBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOMN
OOKyMeHTauuen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL MPOAYKTA: 704531 BATCH Ne / MAPTUSA Ne /: 44752
MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 06/2024 C.A | CEPTU®UKAT AHANU3A: 3396/24
ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOAHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEGEPEHTHbBIWM UCTOYHMK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
pokymenTauwms 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO[ MPORYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWU/ NPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLIWMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOU CYECTAHUWKX NPOU3BOAUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIMK: Siegfried PharmaChemikalien Minden GmbH /

Surcppua PapmaXemukanmeH MusaeH TmoX

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHUMWW: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkauum PesynbTrarthbl

Storage / XpaHexue: At temperature below 25°C. / [pn TemnepaType He Bbllue 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (- 1 Mecsu)

REMARKS / MpumeyaHne:
The Product conforms to ND/
Mpoaykt cooTeeTcTBYET TPebGoBaHusm HL

BATCH REMARKS / lMpumeyaHue ansi cepuu:

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. / [JaHHbiM CBUAETENLCTBYIO, YTO AaHHas NapTus npoeepeHa B
COOTBETCTBMM C Pa3pelleHneM Ha MapKeTuHr W EBponeiickuM pyKOBOACTBOM NO Hajnexatuei Npou3BOACTBEHHOMN
npakTuke ANns nekapCcTBEHHbIX NPOAYKTOB.

/
AR Rl AHATMUTMK: DECISION / 3akniovenve: ¥ /"Z‘Vfc/
Sonia Chainho
DATE / flara: 2p A{ 225
Teresa Fernandes QUALIFIED PERSON / OTBeTCTBEHHOE SIMLIO: (

/
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