SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATNU3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HazanbHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOA NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45391
MANUFACTURE DATE: / AATA U3IrOTOBIEHUA: 11/2024 C.A /| CEPTU®UKAT AHAINNU3A: 5790/24
ANALYTICAL PROC. N°: / MPOTOKOI AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rORHOCTMU: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
pokymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTUYECKON CYBCTAHLMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumeTtasonud:

AP! MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENA ®APMALUEBTUYECKOU CYBCTAHLIUK:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLUU NPOU3BOOUTENA
No: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLUN: Siegfried PharmaChemikalien Minden GmbH /

3urcdpug PapmaXemmkanneH MuHgeH Mi6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany / TepmaHust

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundukauum Pesynbrathl

Assay / KonnyecTBeHHOe onpefaeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 502
rugpoxnopug, hydrochloride/ Ot 475 no 525 mkr/mn
OKCMMETA3oNuHa rmapoxnopuaa.

Benzalkonium chloride / BeHsankorus xnopupa, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 no 55 mkr/mn GeH3ankoHus xnopuaa

Microbial purity / Mukpo6uonoruueckas
yncToTa

Total aerobic microbial count (TAMC) / Obuee Not more than 10° CEU /ml/ <1 CFU /ml
ymeno aspobHeix 6akTepuit He Bonee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml / <1 CFU / ml
ObLee uncno APOIOKEBBIX U NNECHeBbIX PUGOB He Gonee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTtcytctBue B 1 Mn
Absent / OtcyTtcTayioT
Staphylococcus aureus Absence in 1 ml/ Otcytctemne B 1 Mn

Absent / OtcyTcTByIOT

Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTsetctayet
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 npenaparta Bo bNakoH TEMHOro
CTeKna C HaBMHYMBAEMOW NOMMNPONUITEHOBOW
KPBILLKOW CO BCTPOEHHOW NUNETKON U3 CTeKna tuna
3 (EBp. @.) u 6pombyTUnkayuyka.
Mo 1 cpnakoHy ¢ MHCTPYKUUMEN NO MPUMEHEHNIO B
Nayvky KapTOHHYIO.
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SOFARIMEX

INQUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO MNPOAYKTA

PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaansuH® kannu HasanbHbie 0,05% Poccus /
ARTICLE CODE/ BHYTPEHHWUW KO MPOLAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 45391
MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 11/2024 C.A /| CEPTUOUKAT AHAIIU3A: 5790/24

ANALYTICAL PROC. N°: / TPOTOKOJT AHAINU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FOQHOCTMU: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbBIN WCTOYHWUK METOAOB AHAINW3A: Normative documentation / HopmaTtusHas
nokymenTauns I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWM KOQ, MPOAYKTA KNUEHTA: 81775839
API NAME, INN / HAMUMEHOBAHWUE ®APMALIEBTUMECKOW CYBECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTazonuHa rMApPOXNopuA, MHH: OKCMMEeTa3oMNuH: .
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPU NPOV3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUWN:

24252103
FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUU nPON3BOAUTENA

M®: 24080086

API MANUFACTURER NAME /
HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUYECKON CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemvkanveH MuHaeH rm6X

COUNTRY OF MANUFACTURE OF THE API/ .

CTPAHA NPOV3BOAUTENS ®APMALIEBTUMECKOWN CYBCTAHUWN: Germany / Fepmanns

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundovkaumm Pe3ynbTaTbl
Labeling / MapkupoBka According to Normative documentation. !/ B Complies / CooTseTcTayeT
COOTBETCTBUM C HOPMATVBHON [OKYMEHTaLEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bblwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsiL)

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeGosaHuam HI

BATCH REMARKS / NpumeyvaHve ons 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. / [laHHbiM CBUAETENLCTBYIO, HTO AaHHas napTua npoeepeHa B
COOTBETCTBMM C pa3pelleHMeM Ha MapkeTuHr u EBponeickum pyKOBOACTBOM MO HaAnexallen NPou3BOACTBEHHON
npakTvKe ANs NekapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® kannu Ha3aneHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUIA KOA MPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45391
MANUFACTURE DATE: / BATA U3rOTOBJEHUA: 11/2024 C.A/ CEPTUOUKAT AHAJTU3A: 5790/24
ANALYTICAL PROC. N°: / MPOTOKOI AHATTN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN MICTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTtusHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KIUMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPON3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOU CYBCTAHLUIUU NPON3BOAUTENA
rMo: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanmeH Munaen MueX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®APMALIEEBTUMECKOWU CYECTAHUWKN: Germany / Fl'epmanus

TESTS SPECIFICATIONS RESULTS
Mokazartenu Cneuundmkauumu Pe3ynbTathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3pa4Hbin Complies / CooTeeTcTBYET
MM NOYTM NpPO3paudHbIi PacTBOp OT NOYTU
6ecLiBeTHOro Ao cnabo-xenToro UBeTa.

Identity/ NloanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszoniMHa rugpoxnopuan with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
BpeMsi  yOoepXuBaHWsi  OCHOBHOIO nuKa Ha
XpoMaTorpamme MUCrbITyeMoro pacteopa AOSKHO
COOTBETCTBOBATbL BpEMEHU yaepXK1BaHus
OCHOBHOIO NMWKa Ha XxpomMaTorpaMme CTaHAAPTHOro
pacTtsopa oKcHMMeTa3onMHa ruapoxsopuaa,
NONYy4YEeHHOW NpU KONMYECTBEHHOM onpedeneHnum.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopwg 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
YOEPXUBAHUSI OCHOBHOTO NMKa Ha XpomaTtorpamme
UCMbITYEeMOro pacTeopa JOMKHO COOTBETCTBOBATh
BpEMEHU YAepXMBaHWS OCHOBHOTO nNWKa Ha
XxpomaTtorpamme CTaH4apTHOro pacTeopa
GeH3ankoHuss  xropuaa,  MNOSMyYeHHOW  npu
KONMYeCTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® Kannu HasanbHble 0,05% Poccusn /
ARTICLE CODE/ BHYTPEHHUW KOO NMPOOYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 45391
MANUFACTURE DATE: /| ATA U3rOTOBMNEHUA: 11/2024 C.A /| CEPTUOUKAT AHANU3A: 5790/24

ANALYTICAL PROC. N°: | TPOTOKOJT AHANU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOAHOCTMU: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU NCTOYHNK METOL0B AHAINN3A: Normative documentation / HopmaTtusHas
nokymeHTauns 1 N012984/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOM NPOQYKTA KIMEHTA: 81775839
API NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUMECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline /| OkcumeTasonuHa ruapoxnopua, MHH: OKcMMmeTa3onuH:

APl MANUFACTURER BATCH NUMBER / HOMEP

24252103

CEPWU NPOU3BOOUTENA GJAPMALIEBTHHECKOIF'I CYBCTAHLMMU:

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUY ®AP

rNo: 24080086

MALIEBTUYECKOU CYECTAHLUN NPOU3BOAUTENA

API MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOOUTENA ®APMALEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urcdpup PapmaXemukanued MuHaeH mbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALEBTUYE

CKOW CYBECTAHUMWMW: Germany / Fepmatus

TESTS
Moka3atenu

SPECIFICATIONS
Cneuudmkauum

RESULTS
Pe3ynbTathl

Clarity / Mpo3pa4HOCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns

npenapata He JorkHa npesbIWaTh
onanecueHUMtlo 3TanoHa CpaBHEHUA |/BOABI
OUULLIEHHON.

Complies / CooTBeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat fomkeH GeiTb
fecuBeTHbIM WNW BbIIEPXKMBATb CPaBHEHWE C
3TanoHom Y7.

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTenkLHas

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

nnotHocTs (d 20/20) 100

pH From5.5t06.5/0T15,5806,5 59

Osmolality / OcMonsansHOCTb From 270 to 330 mOsmollkg / Ot 270 po 330 282
MOcmonb/Kr

Related substances / PoacTBeHHble NpumMmecu

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

(npoaykT ruapormaa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

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

HeuaeHTUdULMpPOoBaHHas NpuMech <LD

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

2/5

IMP.6.11




SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3uBuH® kannu HasanbHble 0,05% Poccus / ]
ARTICLE CODE / BHYTPEHHUW KOA4 NPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 45391
MANUFACTURE DATE: / OATA U3rOTOBMEHUWA: 11/2024 C.A /| CEPTUDUKAT AHATIU3A: 5790/24
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PEOEPEHTHbLIN NCTO4YHUK METOAOB AHANWN3A: Normative documentation / HopmaTtusHas
nokymenTauma MN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAIYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTMYECKOW CYBCTAHLUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTazonuH: .

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOV3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUU:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU tDAPMAuEBTVI‘-IECKOﬁl CYBCTAHLUM NPOU3BOAUTENA
Mo: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHUWM: Siegfried PharmaChemikalien Minden GmbH /
3urdppua PapmaXemuvkanmed MunaeH MoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOOAUTENA <DAPMALI,EBTW-IECK017I CYBCTAHLWW: Germany / lepmanua

ANALIST / AHanuTuk:

Sénia Chainho DECISION / 3aknioueHue: %ﬂw QC)Q
DATE / fara: ' / - '
M.Inés Ribeiro % u ZDZL"
QUALIFIED PERSON / OTtBeTcTBEeHHO® N1Llo: _Q
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