SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A NOTOBOIO NMPOAYKTA

PRODUCT / MPOQYKT: Nasivin Nasal Drops 0.01 % Russia / HasuBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOf, NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44944
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 07/2024 C.A /| CEPTUOUKAT AHAJU3A: 3838/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHAITU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TrOOQHOCTW: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIA UICTOYHUK METOAOB AHAJU3A: Normative documentation / HopmaTushas
AokyMmeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINUMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKON CYBCTAHLUUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerazonuHa ruapoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLIUU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUU NPOM3BOAUTENA
No: 23120292

APl MANUFACTURER NAME / B
HAMMEHOBAHUE NPOU3BOOUTENA ®APMALIEEBTUYECKOW CYBCTAHLUMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urcdpua PapmaXemukanmeH Mungen MieX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYMECKOWU CYBCTAHLUMWN: Germany / FepmaHusi

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundmkaumm PesynbTtathbl
Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / lNpo3payHbii Complies /
UM MOYTW MpO3payHblii  pacTBOp OT MOYTH CooTsetcreyer
BecuseTHOro Ao cnabo-xenToro UseTa.
Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepxuBaHuWs  OCHOBHOrO nNuKa Ha
Complies /

XpomaTorpamMmMe WCnbITyeMoro pacTtBopa AOMKHO
COOTBETCTBOBATH BpEMEHN yAEepXvUBaHUA CooteetctByeT
OCHOBHOTO MNWka Ha XpomaTorpaMmme CTaHAapPTHOro
pacteopa OKCUMeTa3onuHa rmgpoxnopuaa,
nony4YeHHou Npu KoNU4YecTBEHHOM onpeaeneHun.

. . Retention time of the main peak in the
Benzalkonium chloride / GensankoHus chromatogram of the test solution should comply
xnopun with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems

yAEpXUBaHS OCHOBHOIO nvika Ha Complies /
XpoMaTorpaMme UCTbITYEMOro pacTeopa A0MKHO CooTBeTcTByET
COOTBETCTBOBATh BpPEMEHN yAEPXUBaHUS
OCHOBHOrO nuka Ha Xxpomavtorpamme

CTaHAapTHOro pacTeopa GeH3ankoHus xmnopuaa,
MOMy4YeHHON NpK KOMUYECTBEHHOM OnpeaerieHni.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® kannu nasansHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOA NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44944
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 07/2024 C.A /| CEPTU®UKAT AHAJTIN3A: 3838/24
ANALYTICAL PROC. N°: / MIPOTOKOS AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK FrOOHOCTMW: 06/2027

ANALYTICAL REFERENCE /| PEOEPEHTHBIA NICTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
nokymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KOl NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYECKOM CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEEBTMYECKOW CYECTAHLIMW NPOM3BOAUTENSA
rno: 23120292

APl MANUFACTURER NAME / .
HAUMMEHOBAHME MPOU3BOOUTENSA ®APMALIEBTUYECKOMW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urchpun PapmaXemukanmed MungeH MTMEX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOWU CYECTAHLIWWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundmkauumn Pe3ynbTatbl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / Onanecuenuus Complies /
npenapaTa He AomkKHa npeBbiwaTb CooteeTcTayet
onanecueHunio aTanoHa cpaBHeHusi |/Boasl
OYULIEHHOWN.
Color/ LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y+. / Mpenapat gomkeH ObiTb Comolies /
GecUBETHBIM WKW  BblAEPXKWBATL CpaBHEHNE C COOTBeF')I'CTB o7
aTanoHom Y7. y
Relative density (d 20/20) / OTHoCcuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010
nnotHocTb (d 20/20) 1,008
pH From 5.5t0 6.5/ O1 5,5 no 6,5
5,9
Osmolality / OcMonsnbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330
mOcmonb/kr 278
Relative impurities / PoacTBeHHble npuMecH
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npopykT ruaponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHnyHasn Not more than 0.1 % / He 6onee 0,1 %
HeuaeHTUUUMPOBaHHaSA NpUMECh <LD
Total impurities/ Cymma npumecein Not more than 1.2 % / He Gonee 1,2 %
<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJTTU3A NOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3anBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44944

MANUFACTURE DATE: / OATA U3IrOTOBIEHUA: 07/2024 C.A /| CEPTUOUKAT AHATU3A: 3838/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOAHOCTW: 06/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIA UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTueHas
aokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA, MPOAYKTA KITUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOWU CYBECTAHUWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuua rugpoxnopua, MHH: OkcumeTasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUUMK:
23202119

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUM ®APMALEEBTUYECKOW CYBCTAHLMX NPOU3BOAUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOANTENA ®APMALIEEBTUYECKOUW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmed Munaes MmeX

COUNTRY OF MANUFACTURE OF THE API / }
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuuduxauum Pesynbrarb!

Assay / KonuyectBeHHoe onpeaeneHue
Oxymetazoline hydrochloride /
OkcumeTasonuHa rmapoxnopug

From 92.5 to 105 pg/mL of oxymetazoline
hydrochloride/ Ot 92,5 no 105 mkr/mn 99,5
OKCUMETA30MMHA MMapoXnopuaa.

From 45 to 55 ug/mL of benzalkonium chloride/ Ot

Benzalkonium chioride / BeHsankonus xaopug
45 po 55 mkr/mn GeHaankoHua xnopunaa

48

Microbial purity / Mukpo6uonoruyeckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 102 CEU /ml /
O6wwee uncno asapobHbix GakTepuid He 6onee 10° KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /mi /
(TYMC) / OBLuee 4ncno ApoXcKeBbIX U 1
FINECHEBbIX rPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue B 1 mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTtcteue B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOA NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44944
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 07/2024 C.A | CEPTU®UKAT AHATU3A: 3838/24
ANALYTICAL PROC. N°: / MPOTOKO/T AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOAQHOCTMW: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
nokymentauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMmetasonuHa rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLIMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYMECKOW CYECTAHLIMM NPOU3BOAUTENA
Mo: 23120292

API MANUFACTURER NAME / j
HAUMEHOBAHMUE NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBECTAHUWMN: Siegfried PharmaChemikalien Minden GmbH /

3urcopng PapmaXemukanned MuHaen Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUU: Germany / lepmanua

TESTS SPECIFICATIONS RESULTS
Moxkaszatenu Cneundumkaummn Pesynbrathbl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoeka 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 5 mn npenapata BO (PNAKOH TEMHOro
cTekna C HaBMHYABAEMOW NOMUNPONUIIEHOBOW Complies /
KPbILLKOW CO BCTPOEHHOW NUNETKOM M3 CTekna Tuna CooTBeTCTBYET
3 (Ep. P.) n 6pombyTunkay4yka.
Mo 1 chnakoHy ¢ UHCTPyKUMeEn No
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHOM Complies /
DOKymeHTaumedn. CootBeTcrBYET

Storage / XpaneHue: At temperature below 25°C. / INpu Temnepatype He Bbiwwe 25°C.

Shelf life / Cpok rogHocTm: 3 years (-1 month) / 3 roaa (-1 mecsL)

REMARKS / NMpumeyanue:
The Product conforms to ND/
MpoayxT cooTseTcTByeT TpeboBaHuam HL
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIN3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazuBuH® kannu Ha3anbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUWA KOl NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44944
MANUFACTURE DATE: / BATA U3rOTOBINEHUA: 07/2024 C.A/ CEPTU®UKAT AHAITU3A: 3838/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHANN3A Ne: SRAS-9WACNM.5 EXP./ CPOK TrOOQHOCTW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NICTOYHUK METOAOB AHAJNU3A: Normative documentation / Hopmatushas
AokymeHTauus [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL MPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOMW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumeraszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOANTENA ®APMALEEBTUMECKOWN CYECTAHLIUMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBCTAHLUUU NPOU3BOOWUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLWUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanveH MuHgeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®PAPMALEBTUYECKOU CYECTAHLUWU: Germany / Cepmanus

BATCH REMARKS / lpumevaHue ansa 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 CBUAETENLCTBYIO, YTO AaHHas NapTua nposepeHa B
COOTBETCTBUM C PaspelleHNeM Ha MapKeTMHr M EBpONeicKuM pyKOBOACTBOM MO Haanexaliel Npov3BOACTBEHHOM
NpaKkTUKe ANs NekapCTBEHHBIX NPOaYyKTOB.

ANALIST / Avanutux: [~ 7 J

Vera Lopes DECISION / 3akntoyeHue: ’/ e o,
DATE / faTa: 7z /

M. Inés Ribeiro A 7 07’/ 7 4
QUALIFIED PERSON / OtBeTcTBEHHOE NULLO:
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