SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3neuH® cnpei HasanbHbLIA 4O3MpPOoBaHHbIA 22,5 mKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KO MPOAYKTA: 704534 BATCH Ne / MAPTWUA Ne /: 31651
MANUFACTURE DATE: / IATA U3rOTOBNEHWUA: 12/2023 C.A/CEPTU®UKAT AHANMWN3A: 205/24
ANALYTICAL PROC. N°: / MPOTOKON AHATIN3A Ne: SRAS-OWACU6.4 EXP./ CPOK TOQHOCTW: 12/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHWK METOOOB AHANW3A: Normative documentation / HopmaTtusHas
AokymeHTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWU/ KO NPOAYKTA KNUEHTA: 81775840

AP] NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYECTAHLIMN: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOOMTENA PAPMALEBTUYECKOW CYECTAHUMWMU: Siegfried PharmaChemikatien Minden

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NMPOU3BOAVTENA ®APMALIEBTUYMECKOM CYECTAHLUN: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundukaumm Pesynsrarth!

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 go 1,010 1,007
nnotHocTk (d 20/20)
pH From5.5t06.5/0715,5006,5 59
Osmolality / OcmonsinbHoCTL From 270 to 330 mOsmol/ kg /

Ot 270 a0 330 mOcmonb/kr 281 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTBeTCTBYET
Weight / CpegHss macca noabl n Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL MAcChl A03bI +25 %.

Max. 2 from 10 doses >+25% from mean dose

weight.

But always <+ 35 % from mean dose weight. /
CpegHasa macca gosbl: 45 mr+ 15 %.

OpHOPOZHOCTL Macchl 403kl CPeaHsAs macca [o3bl
+25%.

He 6onee 2 n3 10 no3 > +25 % oT cpegHel macchl
003bl.

Ho Bceraa <+ 35 % oT cpeaHell Macchl 403bI.

Related Substances / PoactBeHHbIe
npumMecu

Impurity A (Hydrolysis product) / Mpumecs A
(npoaykT rugponusa)

Impurity ZP-1 / Mpumecb ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Not more than 0.5 %. / He Gonee 0,5 %. < Detection Limit

Individual unidentified impurity / EQuHnunas

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HEWAEeHTUDULIMPOBaHHas NPUMECh
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonnyectBeHHOe onpeneneHue
Oxymetazoline hydrochloride / From 475 to 525 yg/mL of oxymetazoline 501 pg/mL
OkcumeTasonuHa rugpoxnopua hydrochloride/ Ot 475 go 525 mxr/mn

OKCMMeETa3oNnHa rmgpoxnopuaa.

Benzalkonium chioride / Bensanxonus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 pg/mL
xnopua 45 po 55 mxr/mn 6eH3ankoHuA xnopuaa
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SOFAFIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT /MPOAOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpei Ha3anbHbIA [O3MPOBaHHbINA 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KO NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31651
MANUFACTURE DATE: / ATA U3rOTOBMNEHUA: 12/2023 C.A /| CEPTUOUKAT AHATU3A: 205/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATTU3A Ne: SRAS-9WACUG.4 EXP./CPOKT'OAHOCTMU: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHasi
AokymeHTaumsa M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOA NMPOAYKTA KNUEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLWUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ©®APMALEBTUYECKOMN CYECTAHLIMK: 23080121

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NMPOU3BOAUTENA DAPMALIEBTUMECKOUW CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOU CYECTAHLUWUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudurkauum Peszynbrarhl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npospaynbld wnu no4Tk
npospadHblili pacteop OT noutu BecupeTHoro o | Complies/ Cootsetctayer
cnabo-xenToro ugeTa.

Description/ Onucavue

ldentity/ MognuHHocTL Retention time of the main peak in the | Complies/CooTseTctayeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTaszonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard sclution obtained in the Assay test. /
Bpemst  yoepxvBakus  OCHOBHOTO nuka Ha
XpOMaTorpamme UCMbITyEMOro pPacTBopa [AO0MKHO
COOTBETCTBOBATL BpEMEHM YyOEpKUBaHUS
OCHOBHOTIO MUKa Ha XpoMaTtorpamMmMe CTaHAapTHOro
pacTBopa oKCUMeTasonuHa rmapoxnopuaa,
NONy4eHHON NPU KOMMYECTBEHHOM ONpeaeneHun.

Retention time of the main peak in the Complies / CooTBeTCTBYET
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
YAEPXKNBAHWNA OCHOBHOIO NKa Ha XpoMaTorpamme
UCNbLITYEMOro pacTteopa AOMKHO COOTBETCTBOBATHL
BPEMEHU yABPXVMBaHWA OCHOBHOrO nWKa Ha
XpomaTorpammvie CTaH4apTHOro pacTeopa
BeHaankoHwa  xnopuga,  MOMyYeHHO  Npu
KONMYECTBEHHOM onpeaeneHun,

Benzalkonium chloride / BeHzankoHus
xnopua

Clarity / MpoapauHocTk The product should be not more opalescent

than reference suspension |. / OnarecueHuns
npenapata He A0MXHa npesbiwaTh onanecueHumo | Complies / CootBeTcTByET
3TanoHa cpaBHeHus |.

Color of solution / LigeTHocTb pacTBOpa The product should be not more colored than Complies / CootBeTcTRYET
reference solution Y7. / MpenapaT fonxeH GbiTh
OKpallleH He Bonee UHTEHCUBHO, Yem 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpen HazanbHbLIA AO3UPOBaHHbLIW 22,5 Mkr/ao3a Poccusa /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 31651
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 12/2023 C.A/ CEPTUDUKAT AHAJIN3A: 205/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOKFOAHOCTMW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHWUK METOAOB AHANU3A: Normative documentation / HopmaTtueHas
[okymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL NMPOAYKTA KNMUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIMW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLMU: 23080121

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAVTENA ®APMALIEBTUYECKOWN CYECTAHUMUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOU3BOANTENA PAPMALIEBTUMECKOW CYBCTAHUWU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudoukauum PesynbraTthbl
Microbial purity / Mukpo6uonorudeckas > <1 CFU/ml
YyucToTa Not more than 10° CFU /ml/
Total aerobic microbial count (TAMC) / Obwee He 6onee 10° KOE/mn

4YUCNO a3POBHBIX MUKPOOPraHN3MOB

Total combined yeast and molds count
(TYMC) / Obuiee 4icno ApoXeKeBLIX W

1 <1 CFU/ml
Not more than 10 CFU /ml/

NnecHeBbIX rpubos He 6onee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTtcytcTBure B 1 Mn Absent / Otcyrcteytor

Staphylococcus aureus Absence in 1 ml/ OTcytcTBure B 1 mn Absent / OtcyTcTeytoT
10ml (at least 143 doses / vial) in class |l Complies / CooTsercTayer

Package / Ynakoska hydrolytic brown glass vial with a metering

polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 Mn (He meHee 143 nos
B0 (hnakoHe) npenapaTa Bo hrakoH KOPUYHEBOro
crekna Il rugponutnyeckoro  knacca ¢
AO3MPYIOWNM YCTPOUCTBOM W3 MONUITUMEHA U
HepXaBelLLen cTanu v 3aLMTHOR Kpbllkoi. o 1
hnakoHy BMecTe ¢ UHCTPYKLWER NO NPUMEHEHWID
B NaYKy KapTOHHYIO.

Labeling / Mapkuposka According to Normative documentation. / B ISempleS | CooTRETRyET

COOTBETCTBUU C HOPMATUBHON AOKYMEHTaumen.

Storage / XpaHenue: At temperature below 25°C. / Mpu Temnepartype He Bbilwe 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nenH® cnpei HasanbHbLIN A03UPOBaHHbLIN 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KOJ1 MPOOYKTA: 704534 BATCH Neg / MAPTUA Ne /: 31651
MANUFACTURE DATE: / ATA U3rOTOBNEHUSA: 12/2023 C.A/ CEPTUDUKAT AHANN3A: 205/24
ANALYTICAL PROC. N°: / IPOTOKON AHATNU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHWK METOAOB AHASIM3A: Normative documentation / HopmaTtusHas
AckymeHTauws 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO MPOLIYKTA KNUEHTA: 81775840

APl NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPVUN ®APMALIEBTUYECKOMN CYECTAHLIMN: 23080121

APl MANUFACTURER NAME / §
HAWMMEHOBAHWE NPOVU3BOOUTENA ®APMALIEBTUYECKOW CYBECTAHUWW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYECTAHUMK: Germany

REMARKS / MpumMevanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHnsm HI

BATCH REMARKS / Mpumevanne ans cepum:

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 CBWMAETENLCTBYIO, YTO AaHHAs napTua nposepeHa B
COOTBETCTBMW C paspelleHneM Ha MapkeTuHr n EBponeickum pykoBOACTBOM MO Hagnexaweh npom3soACcTBEHHON
npakTike AN NeKapCTBEHHbIX NPOAYKTOB.

/7
ANALIST / AHanuTuk DECISION / 3akniouenue: A(:j)g IaodaecX
Sonia Chainho DATE / faTa: lg/of/ G
M. Inés Ribeiro QUALIFIED PERSON / OtBeTcTBEHHOE NKLO: { Y ()
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