SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUA KO[ MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45251
MANUFACTURE DATE: / OATA U3FOTOBJIEHUSA: 10/2024 C.A/ CEPTU®UKAT AHAITN3A: 5248/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM MICTOYHUK METOAOB AHAJMU3A: Normative documentation / HopmaTusHast
AokymeHTayms M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOZ NPOOYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU, MHH: Oxymetazoline Hydrochioride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIUU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOU CYBECTAHLUWW NPOU3BOAUTENS
MNo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemukanved MungeH MT6X

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOMW CYBCTAHLUMU: Germany / Fepmaus

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuundmkauum PezynbTaTthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbIi
MM NoYTM Npo3payHblii  pacTBOp OT  NOYTH
GecuseTHOro o cnabo-xenToro UeeTa.

Complies / CooTBeTcTBYET

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcuMeTasonuHa rugpoxnopvg with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yaepXuBaHMA OCHOBHOrO nuka Ha

XpomMaTorpamme UCnbiTyeMoro pacrsopa A0SMKHO Complies / COOTBeTCTByeT
cooTBeTCTBOBATL BpeMeHU YAepXXneaHna

OCHOBHOTO nuka Ha Xpomartorpamme
CTaHAapTHOro pacTeopa OKCUMeTa3omnuHa
ruapoxnopuaa, Nony4YeHHoM npn

KOnNu4eCcTBeHHOM onpeaeneHunin.

Benzalkonium chloride / BeHzankonus Retention time of the main peak in the
xnopwupa, 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. / Bpewms
yAepXnesaHmna OCHOBHOIO Nuka Ha Xxpomatorpamme Complies / CooTBeTcTBYyET
UCMbITYEMOro pacTsopa AOMMKHO COOTBETCTBOBATH
BPEMEHU YAEPXWBaAHWA OCHOBHOIO nWka Ha
xpomartorpamme CTaHaapTHOro pacTeopa
OeHsankoHus  xnopuga, NONy4YeHHOW  npu
KONUYeCTBEHHOM OrNpeaeneHun.

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

suspension l/purified water. / Onanecueruus Complies / CooTaeTcTayer

npenaparta He AOIXHa npesbllwaTb
onanecueHUuio 3TanoHa cpaBHeHus |/Boapl
OYULLEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOTO MPOAYKTA

PRODUCT / IPOAYKT: Nasivin Nasal Drops 0.025 %

Russia / HaauBuH® Kannu Ha3anbHbie 0,025% Poccwus /

ARTICLE CODE / BHYTPEHHMI KOA NMPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45251

MANUFACTURE DATE: / AATA U3rOTOBIEHUA: 10/2024

C.A /| CEPTUGUKAT AHANU3A: 5248/24

ANALYTICAL PROC. N°: / TPOTOKOI AHATTU3A Ne: SRAS-9WACRV.2

EXP. / CPOK rOQHOCTMU: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOO

nokymenTauus [1N012964/01-240523

B AHANW3A: Normative documentation / HopmaTusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWY KO MPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALEEBTUHECKOW CYBCTAHUUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa rmapoxnopua,

MHH: OkcumeTazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP

23202119

CEPUW NPON3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLMU:

FP MANUFACTURER APl BATCH NUMBER / HOME

rne: 24010263

P CEPUW ®APMALEEBTUYECKOW CYBCTAHUUNU NPOU3BOOUTENA

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMA

3urdpun GapmaXemukanueH MuHaeH r6X

IJEBTVNECKOVI CYBCTAHLUWM: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBECTAHUMUKN: Germany / [epmanust

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneumdukaumm

RESULTS
Pe3ynbTraTthb!

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Yz. / MpenapaT forxeH 6biTb
fecupeTHbIM WNW  BblOepXvBaTe CpaBHEHWE C
3TanoHom Y.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHOocuUTenbHaA

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

nnotHocTh (d 20/20) 1.008
pH From5.5t06.5/0755p006,5
5.9
Osmolality / OcMonsanbHOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcMonb/Kr
277
Relative impurities / PoacTBeHHble NpUuMecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpodykT ruaponusa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTuUUMpoBaHHas NPUMeCh
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpeperneHve
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasornuHa rnapoxnopua hydrochloride/ Ot 237,5 Bo 262,5 MKr/Mn 249.6
OKCUMETAa30IHa rnapoxnopuaa. )
Benzalkonium chloride / BexsankoHus xnopwa, From 45 to 55 pg/mL of benzalkonium chioride/ OT
45 pno 55 mkr/mn DeHsankoHus xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOf NPOAOYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 45251

MANUFACTURE DATE: / BATA U3FOTOBNEHWUA: 10/2024

C.A /| CEPTUOUKAT AHAJIU3A: 5248/24

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

EXP./ CPOK FOAHOCTHW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIU MICTOYHUK METOAOB AHAIIM3A: Normative documentation / HopmaTusHas

AokymenTauyms M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOOYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOU CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLUMN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUMECKOU CYECTAHLIMX NPOU3BOAUTERNSA

No: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHWE NMPOM3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

3urcdpun PapmaXemukanmeH MungeH M'm6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAMTENA ®APMALEBTUYECKOWN CYECTAHLIUW: Germany / Tepmahus

TESTS SPECIFICATIONS RESULTS

MokaszaTenun Cneuudukauum Pe3ynbrathbl
Microbial purity / Mukpo6uonoruyeckasn
yncToTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml / Y

Y <1CFU/ml

Obuwee yncno aspobHbix BakTepuit He Gonee 1 02 KOE/Mn
Total combined yeast and molds count (TYMC) / Not more than 10" CEU /ml /
O6ee yncno ApoxcKeBbIX U MIEeCHeBbIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn

Absence in 1 ml/ OtcytcTBmne B 1 Mn

Absence in 1 ml/ Otcytcteue B 1 Mni

Absent / OtcyTcTBYIOT

Absent / OtcyTtcTByioT

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 HaBWHYMBAEMOM NONUNPONNIEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKON M3 CTekna Tuna
3 (EBp. ®.) n 6pombyTunkaydyka.

o 1 dnakoHy ¢ MHCTpyKUKEi no

NMPUMEHEHMIO B NAYKy KAPTOHHYIHO.

Complies / CooTeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHOW
JIOKyMeHTauuewn.

Complies / CooTBetcTByEeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A FOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 45251
MANUFACTURE DATE: / AATA U3rOTOBMNEHUA: 10/2024 C.A /| CEPTUOGUKAT AHAJIU3A: 5248/24
ANALYTICAL PROC. N°: / MPOTOKOI AHATIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOQHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN WCTOYHWK METOAOB AHAMWU3A: Normative documentation / HopmaTusHas
| foKymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KIWEHTA: 81775838

AP1 NAME, INN / HAMMEHOBAHUE ®APMALEBTUHECKOWN CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonunHa ruApPOXNopua, MHH: OkcumeTa3onu
APl MANUFACTURER BATCH NUMBER / HOMEP CEPVV NPOV3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHUUMN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUMECKOW CYECTAHLUA NPOU3BOAUTENA
rNo: 24010263

AP1 MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua GapmaXemukanueH MuHaeH X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOVU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHUMWWN: Germany / l'epmanna

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundmkauyumn Pe3ynbTaTthl

Storage / XpaHexue: At temperature below 25°C. / Npu TemnepaTtype He Bbillie 25°C.

Shelf life / Cpok roaHoctu: 3 years (-1 month) / 3 roaa (- 1 mecsau)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpEbOBaHUAM HA

BATCH REMARKS / lpumeyaHue ansi 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 CBWAETENLCTBYIO, YTO AAHHAR NapThA npoeepexa 8
COOTBETCTBUM C pa3peLleHueM Ha MapKeTuHr u Esponeickum PYKOBOACTBOM MO Hagnexalei NPoU3BOACTBEHHON
NpaKkTuKe AN NekapCTBEHHbIX NPOAYyKTOB.

. ]
gga:‘g; ;‘:l';fc')""m"- DECISION / 3akniouenme: AN\ O J2 &
DATE / flara: Qf‘n‘\g[' hLL\ "
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIo: / Jf”wo
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