SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HaszanbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUI KOA MPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44710
MANUFACTURE DATE: / ATA U3IOTOBIEHUA: 05/2024 C.A/ CEPTU®UKAT AHAIUBA: 3111/24
ANALYTICAL PROC. N°: / MPOTOKOI AHAJTU3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOAHOCTM: 04/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIM MCTOYHUK METOJOB AHATINU3A: Normative documentation / HopmaTtusHas
aokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOf NPOAYKTA KNMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYBCTAHLUMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonunua rugpoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUU NMPOU3BOQUTENA ®APMALIEBTUMECKOU CYBECTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHLIUM MPOU3BOAUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALEEBTUYECKOUWU CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanueH MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3IBOANTENA ®APMALIEBTUMECKOU CYBCTAHLIUU: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenwu Cneuundukauum PesynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospauHbii | Complies / CooTeeTcTBYET
MM MOMTU NpO3payHblil  pacTBOp OT MNOYTU
6ecupeTHOro ao cnabo-xenToro useTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / 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. / | Complies / CooTBeTcTByeT
Bpems yaepxuBaHMs  OCHOBHOIO nNWka Ha
XpomartorpaMmMe WCNbITYEMOro pacTsopa [OMmKHO
COOTBETCTBOBATH BpeMEHHN yaepXxuBasus
OCHOBHOFO NUKa Ha XxpomartorpaMme CTaHAapTHOro
pacTeopa OKCMMETa3onuHa ruapoxnopuaa,
Nony4eHHOW NpU KONUYECTBEHHOM OnpeaeneHuu.

Benzalkonium chloride / BeH3ankoHus 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 / CooTeeTcTBYET
solution obtained in the Assay test. / Bpems
YyAEPXUBaHWUA OCHOBHOIO Nka Ha xpomartorpamme
UCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHU YAEPKUBAHUST OCHOBHOrO NUKA Ha
Xpomarorpamme cTaHAapTHOTO pacteopa
OeH3ankoHuss  xnopvaa,  MOflyY4eHHOW  npw
KONIMYECTBEHHOM OMnpeaeneHun.
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SOFARIMEX

INDUSTRIA GUIVICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNIU3A FTOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOQ NPOOYKTA: 704532

BATCH Ne / NTAPTUA Ne /: 44710

MANUFACTURE DATE: / OATA U3rOTOBJEHUA: 05/2024

C.A/ CEPTUDUKAT AHAJTU3A: 3111/24

ANALYTICAL PROC. N° / MPOTOKON AHANU3A Ne: SRAS-9WACU6.4

EXP. / CPOK FTOOHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®OEPEHTHBIN UCTOYHUK METORQOB AHAMNW3A: Normative documentation / HopmaTuenas

nokymeHtaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KINMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rmgpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBECTAHLIUU:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMX ®APMALIEBTUYMECKOW CYECTAHLIMW NMPOU3BOAUTENS

MMo: 23120292

API MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLINMN: Siegfried PharmaChemikalien Minden GmbH /

3urcppua GapmaXemukanweH MuHaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API1/

CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKOW CYECTAHUWUKU: Germany / lepmatus

TESTS .
MokazaTtenu

SPECIFICATIONS
Cneundumkauum

RESULTS
Pesynbrartbl

Clarity / Mpo3payHocTh

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapaTa He OOImKHa npeBbILaTh
onanecueHUWio 3TanoHa cpasBHeHus |/Bogpl
OUMLLEHHOWN.

Complies / CooTtBeTCTBYET

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / lNpenapar gomkeH 6biTh
BecLBEeTHLIM MNM BbLIAEPKNBATb CPaBHEHWEe C
3TancHom Yr.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OTHOCUTENBbHasA

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

nnotHocTb (d 20/20) 1.008

pH From 5.5t06.5/015,5 106,56 5.9

Osmolality / OcmonsanbHoOCTb From 270 to 330 mOsmolkg / Ot 270 po 330 289
mOcmornb/Kr

Related substances / PogctBeHHble npumecu

Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 %

(npoaykT ruaponuaa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % -

<

Individual unidentified impurity / EaquHnuHas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUdUUMPOBaHHas NpUMech <LD

Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAITU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kanny Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 44710

MANUFACTURE DATE: / JATA U3rOTOBIIEHUA: 05/2024

C.A/ CEPTU®UKAT AHATTU3A: 3111/24

ANALYTICAL PROC. N°: / MIPOTOKON AHAINU3A Ne: SRAS-9WACU6.4

EXP./ CPOK TOQHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJNM3A: Normative documentation / HopmaTusHas

Aokymentaumns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOl MPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOUN CYBCTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopua, MHH: OkcumeTtasonuu:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUM:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYECTAHLIUWN NPOU3BOAUTENSA

Mo: 23120292

AP! MANUFACTURER NAME /

HAUMEHOBAHMUE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdopua PapmaXemukanneH MungeH M'moX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLUMU: Germany / [epmanms

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudmkauum Pesynbrathbl
Assay / KonuyecTBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 to 525 pg/mL of oxymetazoline 493
rmapoxnopusa hydrochloride/ OT 475 o 525 mkr/mn
OKCMMETa30MMHa rugpoxnopuga.
Benzalkonium chloride / BeHsankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 po 55 mkr/mn 6eH3ankoHus xnopuaa
Microbial purity / Mukpo6uonoruveckas
yucTora
Total aerobic microbial count (TAMC) / O6wee Not more than 10° CFU / ml / <1 CFU / ml
4Yucno aapobHbIx DakTepuin He 6onee 10° KOE/MA
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml / <1 CFU / ml

O6Lwee Yncno ApoXCKEBLIX U NNECHEBbLIX rpubos
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn
Absence in 1 ml/ OtcyTctBue B 1 mn

Absence in 1 ml/ Otcytcteue B 1 mn

Absent / OtcyTcTytoT

Absent / OtcyTcTByloT

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 ¢hriakoH TEMHOro
CTeKs1a C HaBMHYMBaAEMOW NONUNPONUMNEHOBO
KPbILLKOW CO BCTPOEHHOW NUNETKOW U3 CTEKna Tuna
3 (EBp. @.) n 6pombyTUNKayuyKa.
Mo 1 dnakoHy ¢ UHCTPYKUMEN MO NPUMEHEHUIO B
nayky KapTOHHYIO.

Complies / CootsertcTeyer
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / TPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWU KOL NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44710
MANUFACTURE DATE: / BATA U3rOTOBINEHWA: 05/2024 C.A | CEPTUOUKAT AHATNU3A: 3111/24
ANALYTICAL PROC. N°: / IPOTOKOJT AHATIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FrOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA NICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTueHas
aokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUYECKOMN CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU ®APMALIEBTUMECKOWU CYBCTAHLIMW NPOU3BOAUTENA
rNo: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOOUTENHA ®APMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanved MunaeH Mv6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOM CYECTAHLUUW: Germany / l'epmanun

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukaumm PeaynbTrathbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsetcteyer
COOTBETCTBUN C HOPMATUBHOW JOKYMEHTaLUeN.

Storage / XpaHeHue: At temperature below 25°C. / lpu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecs)

REMARKS / NpumeuaHme:
The Product conforms to ND/
MpoaykT cooTBeTCcTBYET TpeboBaHuaM HJ,

BATCH REMARKS / NpumeyaHue ansa 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. / [laHHbIM CBUAETENbCTBYIO, YTO AaHHAs NapTUS NpoBepeHa B
COOTBETCTBMM C pa3spelleHneM Ha MapkeTUHr U EBpONeWCKUM PYKOBOACTBOM MO Hapnexalleild npovu3BoACTBEHHOW
npakThke AN NeKkapcTBEHHbIX NMPOAYKTOB.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUWA KO NPOAYKTA: 704532 BATCH Ne / TTAPTUA Ne /: 44710
MANUFACTURE DATE: / JATA U3FOTOBJIEHWUA: 05/2024 C.A | CEPTU®UKAT AHATNN3A: 3111/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJNIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatusHas
AokymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf MPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEEBTUYECKOW CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuxa rugpoxnopun, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWU NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLINK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWU CYECTAHLIMU NPOU3BOAUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanveH MuHgeH [MGX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOWU CYECTAHLIMU: Germany / FepmaHus

ANALIST / AHanuTuk: c/
Sénia Chainho DECISION / 3aknioueHme: o
. Inte Ribet DATE/flava:  1£/0s"/ 2 4
- 1S BIDEITo QUALIFIED PERSON / OTBETCTBEHHOE NTULIO: )
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