SOFARTMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5 A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOZ NPOAYKTA: 704531 BATCH Ne / TTAPTUA Ne /: 30898
MANUFACTURE DATE: / AATA U3FOTOBNEHWUA: 07/2023 C.A/ CEPTU®UKAT AHANN3A:4141/23
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMH: 07/2026

ANALYTICAL REFERENCE / PEGEPEHTHbIM UCTOYHUK METONOB AHANU3A: Normative documentation / Hopmatushas
AoxkymenTauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOOYKTA KNUEHTA: 81775838

AP| NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHUUN: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKON CYBCTAHLIVN: 23010347

API MANUFACTURER NAME / .

HAUMEHOBAHWE NPOU3BOANTENA PAPMALIEBTUYECKOW CYECTAHLIMWU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API / .

CTPAHA NPOM3BOANTENA ®APMALIEBTUMECKOU CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudmkaumm PesynsTathi
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly ysllow solution. / MpoapauHeIn

UM NOMTW  npospadHblii  pacteop oT noutn | Complies / CooteetcteyeT
6ecupeTHoro Ao cnabo-XenToro usera.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTeTcTBYeT
Bpems  ynepxuBaHWs OCHOBHOTO nuMKa Ha
XpOMaTorpaMme UCMbITYEMOTO PacTBopa AOMKHO
COOTBETCTBOBaATL BpPEMEHU yAepXuBaHuA

OCHOBHOro nuKa Ha XpomaTorpamme
CTaHAapTHOro pacTeopa OKCUMETa30onuHa
rmapoxnopuaa, nonyJYeHHown npu

KONMU4YECTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BenzankoHus 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 Complies / CooTBeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPXUBAHUA OCHOBHOTO NKa Ha XpomaTorpamme
UCNBITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXMBAHUS OCHOBHOrO nuka Ha
xpomartorpamme cTaHgapTHoro pacTBopa
GeHsankowus  xnopuaa,  nonyuyeHHol  npw
KONYECTBEHHOM OnpeaeneHnu.

Clarity / MpoapauHocTb The opalescence of the product should not exceed ]

the opalescence of the reference
suspension |/purified water. / Onanecueruus Complies / CooTeeTcTayeT

npenapara He AoMKHa npesbiLaTh
onanecueHuUWio aTanoHa cpasHeHus |/Boabl
| OYHLLIEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO NPOAYKTA

| PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuu® kannu HazanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 30898

MANUFACTURE DATE: / DATA U3FOTOBNEHWA: 07/2023

C.A/ CEPTU®UKAT AHAINN3A:4141/23

ANALYTICAL PROC. N°: / MIPOTOKOM AHAMN3A Ne: SRAS-9WACRV.2

EXP./ CPOK TrOAHOCTW: 07/2026

_AokymeHTauma M N012964/01-221221

| ANALYTICAL REFERENCE / PE®EPEHTHbIA WCTOYRVIK METOOOB AHAJIMU3A: Normative documentation / Hopmatuenas

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KIIMEHTA: 81775838

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPVW ®APMALIEBTUYECKOUW CYECTAHLIUK: 23010347

API MANUFACTURER NAME /

HAMMEHOBAHUWUE NPOU3BOAUTENA ®QAPMALIEBTUMECKOWN CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

_CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIMMN: Germany

TESTS
MokaszaTtennu

SPECIFICATIONS
Cneuuncmkaumnmn

RESULTS
Pesynbrarh!

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gosnkeH GbiTb
GecuseTHbIM KN BbigEPXWBaTb CPaBHEHUE C
3TanoHom Y7.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OtHocuTenbHasn

From 1.006 to 1.010/ O7 1,006 go 1,010

45 no 55 mkr/mn 6eHsankoHns xnopnaa

nnotHocTb (d 20/20) 1.009
pH From 5.5t06.5/0715,50086,5
6.0

Osmolality / OcMonanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330

mOcmonb/Kr 281

| Relative impurities / PoacTBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoAaykT rmaponuaa)
Impurity ZP-1 / NMpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHnyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMDULMPOBaHHAA NPUMECh
Total impurities/ Cymma npumeceit Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonnyectBeHHoe onpeaenexune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcrmeTasonuHa rugpoxsopua, hydrochloride/ Ot 237,5 o 262,5 mkr/mn 250.6

OKCUMETa30NWHa ruapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPORYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® xannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUI KO NMPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 30898
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 07/2023 C.A/ CEPTUDUKAT AHANNU3A:4141/23
ANALYTICAL PROC. N° / TPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOQHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJNU3A: Normative documentation / HopmaTtneHas
Jokymentaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOJ] NPOAYKTA KIUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLNU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALUEBTUYECKOW CYBCTAHUUN: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOANTENA ®APMALIEBTUYMECKOW CYBCTAHUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API!/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLUMUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundnkaumm PesynbTarh!
Microbial purity / Mukpo6uonoruueckasn
yucroTa
Total aerobic microbial count (TAMC)/ Not more than 10° CFU / ml / <1 CFU/ml
Obuwee uncno aspobHbix HGakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU / ml / <1 CFU/ml

06
Liee YMCNO SPOXKEBLIX Y NNECHEBbIX rprboB He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 MN Absent / OtcyTcteytoT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBre B 1 Mn Absent / OTcyTcTayior
Package / Ynakoska 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta Bo hNakoH TEMHOro
cTekna ¢ HaBuH4MBaemown nonunponunerosoit | Complies / CooTetcTByeT
KPbILWKOW CO BCTPOEHHOW NUNETKON U3 CTekna Tuna
3 (EBp. @.) u BpombyTunkayuyka.

Mo 1 dhnakoHy ¢ UHCTPYKUUMEH No

MPUMEHEHUIO B MauKy KapTOHHYIO.

Labeling / Mapkupogka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON

NOKyMeHTauuen. Complies / CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temneparype He Bbllwe 25°C.

Shelf life / Cpok roagHocTu: 3 years / 3 ropa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOTIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA NPOQYKTA: 704531 BATCH Ne / MAPTWA Ne /: 30898
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 07/2023 C.A/CEPTUDUKAT AHANN3A:4141/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTMW: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOOQOB AHAMWU3A: Normative documentation / HopmaTtusHas
AokyMeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, NPOOYKTA KIMUEHTA: 81775838

API NAME / HAUMEHOBAHVE ®APMALIEBTUYECKOW CYBECTAHUWNKN: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLINN: 23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE MPOU3BOAUTENA PAPMALEBTUYECKOW CYECTAHUWW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
| CTPAHA NPOU3BOOUTENA PAPMALIEBTUMECKOW CYBCTAHLIMW: Germany

REMARKS / Mpumeyanue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHuam HI

| BATCH REMARKS / Mpumevanne 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. / [aHHbIM CBUAESTENLCTBYIO, YTO AaHHAsA NApPTUS NpoBepeHa B
COOTBETCTBUM C paspelleHuem Ha MapkeTuHr u EBponenckym pykoBoACTBOM NO Haanexallerh MNpou3BOACTBEHHOMN
NpPakTUKe AN NeKapCTBEHHbIX NPOAYKTOB.

y 1
ANALIST / AHanuTuk: DECISION / 3akmiovenve: A z¢/7 viacd.
Vera Lopes {[’
v

M. Ines Ribeiro DATE / fara: 2 J/g.-’f / ('7[: Y
QUALIFIED PERSON / OtBeTcTBeHHOE NUUO:
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