SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMN3A rOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUA KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44754
MANUFACTURE DATE: / OATA U3rOTOBJIEHWUA: 06/2024 C.A /| CEPTUDOUKAT AHAIIU3A: 3415/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FOAHOCTM: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas
aokymeHtaums [1N0129684/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO, MPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTtasonuda ruapoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOVU3BOAUTENA ®APMALIEEBTUYECKON CYBCTAHLIMMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUHECKOW CYECTAHLIUU NPON3BOOUTENA
rMo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBECTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanued MusaeH M'w6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIMWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudumkauumm PesynbTtathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / NMpo3payHbIi
MNW  MOYTM MpOo3payHblil  pacTBOp OT  MOYTH
©ecuLBeTHOro Ao cnabo-XenToro useTa.

Complies / CooTseTcTBYET

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepkuBaHUs OCHOBHOrO nuKka Ha
XpomaTorpamme UCMbITyemoro pacTeopa IONKHO | Complies / CooTeeTcTayeT
COOTBETCTBOBATH BPEMEHN yAepXXvuBaHus

OCHOBHOrO nuka Ha XpoMmarorpamme
CTaHAapTHOro  pacteopa  OKCUMeTasoniuHa
ruapoxnopuaa, Nosy4eHHOM npu

Konu4yeCTBEHHOM onpeaeneHunn.

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the
xnopva 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
yAepXuBaHNs OCHOBHOIO NWka Ha xpomaTorpamme | Complies / CooTBeTcTBYET
UCMbITYeMOro pacTBopa AO0MKHO COOTBETCTBOBATb
BpEMEHU YAEepXMBaHWA OCHOBHOrO MuKa Ha
XpomaTtorpamme CTaHgapTHOro pacteopa
6eHaankoHus  xnopuaa,  NONYYEHHOW  npu
KOJIMYECTBEHHOM OnpeaeneHnun.

Clarity / Npo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTseTcTayet

npenapata He DOMKHA npeebiwaTth
onanecueHUMio 3TanoHa cpaBHeHusi |/Bogbl
OYMLLIEHHON.
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHAJTIN3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu Ha3anbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUIA KO NPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 44754

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 06/2024

C.A/ CEPTU®UKAT AHAJTTU3A: 3415/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHANU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FTOAHOCTMH: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOB AHATU3A: Normative documentation / HopmatusHas

nokymeHTauwma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumertasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUM NPOU3BOAUTENSA

rno: 23120291

APl MANUFACTURER NAME /

HAMMEHOBAHME MPOU3BOAUTENSA ®APMALIEBTUYECKOM CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua GapmaXemukanued MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOOUTENS ®APMALIEBTUMECKOW CYECTAHLIMK: Germany / Fepmarms

TESTS
NokazaTtenu

SPECIFICATIONS
Cneundomxauum

RESULTS
PesynbTaThl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / MpenapaT gomxkeH 6biTh
6GecuBeTHbIM WNKM  BblepXxusaTb CpaBHeHWe ¢
3TanoHom Y7.

Complies / CootBeTcTBYeT

Relative density (d 20/20) / OTHocuTenbHasn

From 1.006 to 1.010/ Ot 1,006 a0 1,010

nnoTHocThb (d 20/20) 1,009
pH From 5.5t06.5/015,5006,5
5,9
Osmolality / OcmonsnbHocTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcMonb/kr
280
Relative impurities / PoacTBeHHbIe npumMmeck
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauanyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdUUMpOBaHHas NPUMECH
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcvMeTasonuHa rugpoxnopus hydrochloride/ Ot 237,5 no 262,5 mkr/mn 247 4
OKCUMEeTa30NMHa rnapoxnopuaa. '
Benzalkonium chloride / BeH3ankoHnsa xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eH3ankoHua xnopuaa 45

2/4

IMP.5.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaausMH® kannu HaszanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUM KOl NPOAYKTA: 704531

BATCH Ne / TAPTUA Ne /: 44754

MANUFACTURE DATE: / AATA U3IOTOBINEHUA: 06/2024

C.A/ CEPTU®UKAT AHANU3A: 3415/24

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJNTU3A Ne: SRAS-9WACRV.2

EXP. / CPOK TrOOQHOCTW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAJIIMU3A: Normative documentation / HopmatusHas

nokymenTaumns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NMPOAYKTA KIMEHTA: 81775838

APi NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OxcumeraszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEEBTUMECKOU CYBCTAHLIUMN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTU4MECKOW CYECTAHLIUU NPOU3BOAUTENA

Mo: 23120291

APl MANUFACTURER NAME /

HAWMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanneH MuHaeH M'wbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEEBTUMECKOWN CYECTAHLIMU: Germany / CepmaHus

TESTS SPECIFICATIONS RESULTS

MokasaTtenu Cneuundukaumm PesynbTathl
Microbial purity / Mukpo6uonoruyeckas
4yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /

T <1 CFU/ml

O6wee yncno aspobHeix GakTepui He 6onee 102 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
O6uwee Yncno ppoXCKeBbIX U MNECHEBLIX rPUboB <1 CFU/mi

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10" KOE/mn

Absence in 1 ml/ OtcyTtcTBme B 1 Mn

Absence in 1 ml/ OtcytctBue 8 1 Mn

Absent / OtcyTcTayioT

Absent / OTtcyTcTBYIOT

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 ¢hnakoH TEMHOMo
CTeKrla C HaBWMHYMBAEMOW NONUNPONUIIEHOBOM
KPbILLKOW CO BCTPOEHHO! NUMETKON U3 cTekna tuna
3 (Eep. @.) n 6pombyTunkayuyka.

Mo 1 conakoHy ¢ MHCTPYKUKel no

NPYMEHEHNIO B NaYKy KapTOHHYIO.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUAM C HOPMAaTUBHOM
OOKyMeHTauuen.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO MPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOAA NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 44754
MANUFACTURE DATE: / ATA U3rTOTOBIEHWUA: 06/2024 C.A | CEPTUDUKAT AHANU3A: 3415/24
ANALYTICAL PROC. N°: / MIPOTOKON AHAJIIU3A Ne: SRAS-OWACRV.2 EXP. / CPOK FOQHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOOB AHAMNKW3A: Normative documentation / HopmatueHas
pokymerrtauua I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NMPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAWUTENA ®APMALIEBTUMECKOWU CYECTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBECTAHLNK NPOU3BOAUTENA
rNao: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHME MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMM: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpun PapmaXemukanvweH Mungen M'méX

COUNTRY OF MANUFACTURE OF THE API/ )
CTPAHA NPOW3BOAUTENS ®APMALIEBTUMECKOW CYBCTAHLIUMW: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MNokasaTenu Cneumdpukanmm Pe3ynbTaTth!

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepartype e Boilue 25°C.

Shelf life / Cpok roaHocTth: 3 years (-1 month) / 3 ropa (- 1 mecsiu)

REMARKS / lNpumeyvaHmue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpEbOBaHNAM HI

BATCH REMARKS / Mpumevanue ansa 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. / [JaHHbiM CBUAETENbCTBYIO, YTO AaHHasA NapTus npoeepeHa B
COOTBETCTBUM C Pa3pelleHneM Ha MapkeTuHr # EBponeiickum pyKOBOZACTBOM MO Haanexaliei npovsBOACTBEHHON
npakTuke ANs NekapcTBEHHBIX NPOAYKTOB.

M. Ines Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NV1L0:

; /
ANALIST / AHanuTHK: ] / A
Sonia Chainho DECISION / 3akntoyeHue: f/zr’l/«’(/
DATE / flaTa: 24’/0[/37- (
/a"
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