SOFABIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTU3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30935
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2023 C.A/ CEPTUDUKAT AHANN3A:4402/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJITU3A Ne: SRAS-9WACRV.2 EXP./CPOK FrOQHOCTMW: 07/2026

ANALYTICAL REFERENCE / PEQGEPEHTHbLIM UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtneHas
AokymeHTaumns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUMU KO NMPOAYKTA KNUEHTA: 81775838

API NAME / HAMMEHOBAHUE ®APMALEBTUYECKOWN CYECTAHUMNU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMAUEBTUYECKOW CYBCTAHLUWUU: 23010347

APl MANUFACTURER NAME / }
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuucunkauum Pe3yneraThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpoapaunbii

unu - NoYTU  Npo3padHblil  pacTeop - oT noutn | Complies / CooTeetcTRYyeT
BecuseTHOro Ao cnabo-xenToro usera.

Identity/ NoanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumMeTtaszonuHa rugpoxropua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooTBeTcTBYeET
Bpemsi yaepxviBaHWA  QOCHOBHOro nuka Ha
XpomarorpaMme UCNbLITYEMOro pacTeopa 4OIMKHO
COOTBETCTBORATL BPEMeEHU yAePXKUBaHNS

OCHOBHOIO nuka Ha XpomaTorpaMme
CTaHAApPTHOrO  pacTBOpa  OKCUMETa3onuHa
rmapoxnopuaa, NONyYeHHON npu

KONUYEeCTBEHHOM onpeaeneHun.

Benzalkonium chloride / Bensankouus Retention time of the main peak in the
xnopug chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CootseTcTRyeT
solution obtained in the Assay test. / Bpems
YAEPXVBAHNA OCHOBHOTO NUKa Ha XpoMaTtorpamme
UCMbITYEeMOro pacteopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEpPXWBAHUS OCHOBHOTO MUKa Ha
XxpomaTtorpavMme CTaHOapPTHOTO pacTBopa
BeHsankoHua  xnopuaa,  NOMAYYeHHoWl  npu
KONMUYECTBEHHOM OnpeaeneHnu.

Clarity / Mpo3payuHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus | Complies/ CootBeTcrBYET

npenapaTa He AOMKHa npeBbIWLaTh
onanecueHUMio 3tanoHa cpasHeHus |/Boppl
OUULLIEHHOW,
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasneuH® kannu HazanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUN KO[ NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30935

MANUFACTURE DATE: / AATA N3rFOTOBNEHWA: 07/2023

C.A/CEPTU®UKAT AHANN3A:4402/23

ANALYTICAL PROC. N°: / MIPOTOKON AHAMNMK3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOAHOCTMU: 07/2026

nokymeHTauma N N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHWUK METO[IOB AHANWU3A: Normative documentation / HopmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KIUEHTA: 81775838

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYECTAHLUWU; 23010347

API MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOAWTENA PAPMALEBTUYECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLIMK: Germany

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundmkaummn

RESULTS
Peaynbrathbt

Color / LlseTHoCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomxeH 6biTh
GecuBeTHbIM UM BbIAEPXKUBATL CpaBHeHWe ¢
aTanoHom Y7.

Complies / CooTBeTcTRYET

Relative density (d 20/20) / OtHOocuTeNnbHaR
nnotHocTs (d 20/20)

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

45 po 55 mxr/mn 6eH3ankoHusa xnopuaa

1.007
pH From5.5t06.5/015,5006,5
5.9
O?Fnolality / OcMmonanbHOCTL From 270 to 330 mOsmolkg / OT 270 apo 330
MmOcmonb/kr 280
| Relative impurities / PoactaeHHbIe npumech
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1/ Mpumecs ZP-1 Nol more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHnyHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMDULMPOBAHHAN NPUMECH
Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuuecTBeHHOe onpegeneHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug, hydrochloride/ Ot 237,5 no 262,5 mkr/mn 248.8
OKCUMETa3onNuHa ruapoxnopuaa.
Benzalkonium chloride / BeHzankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ OT 50
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ NPOOYKTA: 704531

BATCH Ne / MAPTHUA Ne /: 30935

MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 07/2023

C.A | CEPTUO®UKAT AHANN3A:4402/23

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

EXP./ CPOK TOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmatveHas

AokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KITMEHTA: 81775838

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHUWKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEEBTUYECKOW CYBCTAHLIUU: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOANTENSA ®APMALEEBTUMECKOW CYECTAHLMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA PAPMALEBTUYECKOU CYECTAHLIMN: Germany

TESTS SPECIFICATIONS RESULTS
Mokazartenu Cneuudomnkauum PesynbraThl
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml! / <1CFU/ml
ObLwee yncno aspobHbix GakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1CFU/ml

Obuiee Yncno ApoXKEBbIX U NNECHEBbLIX rPUBOB

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/Mn

Absence in 1 ml/ OtcyTcTeue B 1 mn

Absence in 1 ml/ OtcyTcTBue B 1 Mn

Absent / OTtcyTcTBYIOT

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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta Bo ¢hnakoH TEMHOro
CTekna ¢ HaBMHYMBAEMON NONUNPONUNEHOBOM
KPbILWKOW CO BCTPOEHHO MUNeTKoW 13 cTekna Tuna
3 (Esp. ®.) v BGpombyTunkayuyka.

Mo 1 chnakoHy ¢ KHCTPYKUWEN NO

MPUMEHEHWIO B NaYKy KapTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentalion. / B
COOTBETCTBUN C HOPMATUBHO
AOKYMeHTauven.

Complies / CooTBeTCTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpw Temnepartype He Bolle 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaznBnH® Kann_u Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 30935
MANUFACTURE DATE: / DATA U3IrOTOBAEHUSA: 07/2023 C.A/CEPTU®UKAT AHANN3A:4402/23
ANALYTICAL PROC. N°: / TPOTOKOIT AHAJTU3A Ne: SRAS-OWACRV.2 EXP./ CPOK FTOQHOCTMW: 07/2026

| ANALYTICAL REFERENCE / PEGEPEHTHbIN NCTOYHUK METOAOB AHAIM3A: Normative documentation / HopmaTtuenast
| AokymeHTaumsa [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOLYKTA KNUEHTA: 81775838

APl NAME /| HAMUMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLUWWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ©®APMALIEBTUYECKOW CYBCTAHUWNW: 23010347

'API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOVU3BOAWUTENA ®APMALIEBTUYECKON CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMW: Germany

REMARKS / MpumeuaHue:
The Product conforms to ND/
Mpoaykt cooTBeTCTBYET TpeGoBaHnam HL

BATCH REMARKS / Mpumeuanue 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. / [auHsiM CBMAETENLCTBYIO, YTO AaHHas napTus npoeepeHa B
COOTBETCTBUW C pa3pelleHneM Ha MapkeTuHr v EBponeickum pykoBOACTBOM MO HaANEXaLeW NpOov3BOACTBEHHON
NpaKkTUKe ANa NeKapCTBEHHbIX NMPOAYKTOB.

ANALIST /| AHanutuk:

4 !
. DECISION / 3akmiouenme: A plovo
Joana Martins

DATE / flata: ’OA$/222 3

M. Inés Ribeiro QUALIFIED PERSON / OTBetcTBEHHOE NULO:
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