SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31117
MANUFACTURE DATE: / JATA U3FOTOBMEHUA: 09/2023 C.A/ CEPTUOUKAT AHAITU3A: 4960/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTW: 09/2026

ANALYTICAL REFERENCE / PE®QEPEHTHbLIN UICTOYHUK METOQOB AHANU3A: Normative documentation / HopmatneHas
AokymeHTaumnsa M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEBTUYECKOWU CYECTAHLWN: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYBCTAHLIMN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudpmkanum PesynbTrarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spayHbiit

UM NoYTU  Npo3padHbil  pacTeop oT noutn | Complies/ CootseTcTayeT
BecuBeTHOro A0 criabo-»enToro LBeTa,

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooteeTcTyeT
Bpema yaepkuBaHWA OCHOBHOTG nWKka Ha
XpoMaTorpaMme UCMbLITY8MOro pacTeopa A0MIKHO
COOTBETCTBOBATL BpeMeHu yAEPXUBaHUA

OCHOBHOro nuKa Ha XpomaTtorpamme
CTaHaapTHoro pacreopa OKCUMETa3oNnHa
rnapoxnopuaa, nonyveHHomn npu

KOnu4eCcTBEHHOM onpeaeneHuu,

Benzalkonium chloride / Bensankoxus Retention

time of the main peak in the
xrnopwua

chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTBetcTayeT
solution obtained in the Assay test. / Bpewms
YAEPXKUBAHUS OCHOBHOTO NUKa Ha XpomaTorpamme
NCrbITYEeMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEpXUBAHUSE OCHOBHOTO MUKA Ha
xpomaTtorpamme cTaHaapTHOro pacTeopa
GeHsankoHna  xnopuga,  nonydYeHHon  npu
KONUYECTBEHHOM OnpeaeneHnu.

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

the opalescence of the reference
suspension l/purified water. / OnanecueHuws Complies / CootBeTcTByeT

npenapara He AOorKHa npeBbIWaTh
onanecueHunlo atanoHa cpaBHeHWs |/soabl
OYULLIEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOl NPOAYKTA: 704531

BATCH Ne/ NAPTUA Ne /: 31117

MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 09/2023

C.A/ CEPTU®UKAT AHATTU3A: 4960/23

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOAHOCTW: 09/2026

nokymeHTauma [ N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOQOB AHAMNWN3A: Normative documentation / HopwmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHUIN KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHMWE ®APMALIEBTUYMECKOW CYBCTAHLMMN: Oxymetazoline Hydrochloride

| API BATCH NUMBER / HOMEP CEPUU SOAPMALEEBTUYECKOW CYBECTAHLUNN: 23010347

APl MANUFACTURER NAME /

| HAMMEHOBAHWE NPOWU3BOJUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIMMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA ®APMALIEBTUMECKOWN CYECTAHLINN: Germany

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuunchukauumn

RESULTS
PeaynbTarbi

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT aomkeH 6b1Tb
GecuBeTHbIM WNWU BLIAEPXUBATL CPaBHeHUE C
aTanoHom Y7.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OtHocuTenbHan
nanotHocTb (d 20/20)

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

45 po 55 Mkr/mn 6eH3ankoHKsa xnopnaa

1.007
pH From5.5t06.5/0155006,5
5.9

Osmolality / OcmonansHocTL From 270 to 330 mOsmolkg / Ot 270 go 330

mOcmonb/Kr 279
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / NMpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayKT rnaponnaa)
Impurity ZP-1/ MNpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EquanyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenZeHTUdULMpoBaHHas NpUMech
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyectBeHHoe onpegeneHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 237,5 no 262,5 mkr/mn 249

OKCUMEeTa30nNuHa ruapoxnopuaa.
Benzalkonium chloride / BeHnaankorna xnopwva, From 45 to 55 yg/mL of benzalkonium chloride/ Ot 49
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 31117 _
MANUFACTURE DATE: / OATA U3TOTOBNEHUA: 09/2023 C.A /| CEPTU®UKAT AHANU3A: 4960/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOQHOCTH: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHWUK METOAOB AHANWU3A: Normative documentation / HopmaTneHas
nokymeHTauuma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOA NPOAYKTA KITUEHTA: 81775838

API NAME / HAMUMEHOBAHUWE ©®APMALIEBTUYECKOWN CYBCTAHLNN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUYECKOMW CYECTAHUWUN: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLINKN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuundonkauuu Pesynbrathl

Microbial purity / Mukpo6uonoruyeckas
yucrorTa

Total aerobic microbial count (TAMC) / Not more than 10°> CFU / ml / <1 CFU/ml
Obuwee uucno aspobHbix GakTepuil He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml / <1CFU/mil

Obwee yucno e
m " APOXOKEBLIX U NNECHEBbIX rpMboB He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue 8 1 Mn Absent / OtcyTerayioT
Staphylococcus aureus Absence in 1 ml/ Otcytctarne B 1 Mn Absent / OTcyTertayloT
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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTa Bo hrakoH TEMHOro
CTekna ¢ HaBMHYMBaemMoW nonunponunerosoi | Complies / CooteeTcTBYeT
KPbILIKOW CO BCTPOEHHOW NUNETKOW W3 cTekna Tuna
3 (Eep. ®.) n 6GpomByTunkayuyka.

Mo 1 dnakoHy ¢ UHCTPYKUMEt No

MPUMEHEHMNIO B NAUKy KAPTOHHYIO.

Labeling / Mapkupogska According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOMN

[OKYMeHTaLmen. Complies / CooTBetcTayet

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bhilwe 25°C,

Shelf life / Cpok roaHocTu: 3 years / 3 roga
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHATIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO/l NPOAOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31117
MANUFACTURE DATE: / OATA U3rOTOBNEHWUA: 09/2023 C.A/ CEPTU®UNKAT AHATTN3A: 4960/23
ANALYTICAL PROC. N°: / NPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTW: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHWUK METOOQOB AHANW3A; Normative documentation / HopmatueHas
nokymerTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ, NPOAYKTA KNUEHTA: 81775838

AP] NAME / HAUMEHOBAHWE ®APMALIEBTUYECKON CYBECTAHLUUN: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAMLWK: 23010347

APl MANUFACTURER NAME / .
| HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYECTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
| CTPAHA NMPOU3BOAUTENA ®APMALIEBTUMECKON CYBCTAHLIMK: Germany

REMARKS / Npumeyanue:
The Product conforms to ND/
MNpoaykt cootseTcTBYET TpeboBaHusam HL

BATCH REMARKS / Npumeyauue gns 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. / [aHHbiM CBUAETENLCTBYIO, UTO AaHHas NapTUS NPOBEPEHa B
COOTBETCTBUMN C paspelieHneM Ha MapkeTuHr n EBponeickum pPykoBOACTBOM MO HaAnexalien MpOov3BOACTBEHHOM
NpakTnke AN nekapcTBeHHbIX NPOAYKTOB.

. ]
ANALIST / AHanutuk: DECISION / 3akntoyenne: ,4 f"f”-“"? d
Vera Lopes
DATE / [lata: 2’}/0«3/&) 2
M. Inés Ribeiro QUALIFIED PERSON / OteetcTBenHoe nuuo:
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