SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NMPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55066
MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 02/2025 C.A/ CEPTU®UKAT AHANMU3A: 851/25
ANALYTICAL PROC. N°: / MPOTOKOI AHAJTU3A Ne: SRAS-9WACRV.3 EXP./CPOK rOOHOCTMW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAIMU3A: Normative documentation / HopmaTueHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcuMeTa3onuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENH ®APMALEEBTUYECKOW CYECTAHLUMN::
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYECTAHLIMU NPOU3BOOAUTENS
Mao: 24090271

API MANUFACTURER NAME / :
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUHECKOWU CYBCTAHUMWWU: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemukanmed MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA PAPMALIEBTUMECKOU CYECTAHLUUU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmkauun PesynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpospaureii | Complies / CooTBeTcTByeT
WU  MOMTM NPo3padyHbil  pacTBOp OT  MOYTK
6ecusetHoro o cnabo-x)enToro ugeTa.

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /| | Complies / CooTBeTcTBYET
Bpems yaepXuBaHWA OCHOBHOrO nuka Ha
XpomaTtorpaMme UCTbLITYEMOro pacTeopa A0MMKHO
COOTBETCTBOBATL BPEMEHU yAepKUBaHUs

OCHOBHOrO nvka Ha Xpomarorpamme
CTaHAapTHOrO  pacTBopa  OKCUMETa3onuHa
ruppoxnopuaa, nony4eHHo npu

KONTM4YeCTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BeHaankoHus 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
solution obtained in the Assay test. / Bpemsa | Complies/ CooTtBetcTByeT
YAEPXKUBaHUA OCHOBHOIO NMUKa HA XpoMaTtorpamme
UCMbITYEMOro pacTBopa AOSMKHO COOTBETCTBOBaTh
BPEMEHU YAEPXKUBAHUSI OCHOBHOIO NWKa Ha
XpomaTtorpammve CTanfapTHOro pacTeopa
GeH3ankoHus  xnopuaa,  NONYYEHHOW  npwu
KONU4ECTBEHHOM OnpeaeneHum.

Clarity / Npo3spa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecuyeHuus | Complies / CooTBeTcTBYET

npenaparta He LOMKHA npesbilaTb
OonanecueHUMo aTanoHa cpasBHeHus |/Boapl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUMW KOL NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55066

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 02/2025

C.A | CEPTUDUKAT AHATIU3A: 851/25

ANALYTICAL PROC. N°: / TPOTOKOJT AHANMW3A Ne: SRAS-OWACRV.3

EXP. / CPOK rOOQHOCTMU: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIU UCTOYHUK METO0B AHAJIU3A: Normative documentation / HopmaTusHas

pokymenTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl MTPOAYKTA KIIMEHTA: 81 775838

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOHU CYBCTAHLMN, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa ruapoxnopua,

MHH: OkcumeTa3ornuH:

APl MANUFACTURER BATCH NUMBER / HOMEP

24252103

CEPWV NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUW::

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU

rNo®: 24090271

W ®APMALEBTUHYECKOW CYBECTAHLIUM NPON3BOAWUTENA

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW

3urcppua PapmaXemukanned MuHaeH T'mM6X

CYBCTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAMTENS ®APMALIEBTUYECKOW CYBCTAHLIMW: Germany / Fepmanus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneundmkaumnm

RESULTS
Pesynbratb!

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / Npenapat AorxeH ObiTh
BecuBeTHbIM WM BbiAEPXMBATL CpaBHeHWe C
3TanoHoMm Y.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnoTHocTb (d 20/20) 1.008
pH From5.5t06.5/015,5 806,5
5.9
Osmolality / OcmonanbHOCTb From 270 to 330 mOsmolkg / Ot 270 go 330
MOcMonb/Kr
280
Relative impurities / PoacTBeHHbIe npumecu
Impurity A (hydrolysis product) / lNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rnaponusa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHn4Han Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTMUUMPOBaHHan NPUMeCh
Total impurities/ Cymma npumecent Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonnyecTBeHHOe onpeaeneHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline 251.2
OkcumeTasonuHa ruapoxnopun hydrochloride/ Ot 237,5 no 262,5 mkr/mn ’
oKCMMEeTa30NMHa rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 47

45 no 55 mkr/mn GeHsankoHusa xnopnaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3anBuH® xannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHU KOR, MPOOYKTA: 704531

BATCH Ne / TAPTHUA Ne /: 55066

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 02/2025

C.A / CEPTU®UKAT AHATTU3A: 851/25

ANALYTICAL PROC. N°: / MIPOTOKOJT AHAITU3A Ne: SRAS-9WACRV.3

EXP./ CPOK rOOQHOCTH: 01/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbIM UCTOYHUK METOAOB AHAMNMW3A: Normative documentation / Hopmatushas

AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: Okcumerasonun:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEEBTUYECKOM CYECTAHLIUK::

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUYN ®APMALIEBTUYECKOW CYBCTAHUWWN NPOU3BOOUTENA

No: 24090271

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

Surdpuna PapmaXemukanued MuHaeH Mi6Xx

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOVU3BOAUTENA ®PAPMALEBTUYECKON CYECTAHLUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkauum Pesynbrathbl
Microbial purity / Mukpo6uonoruyeckas
yncrota
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / <1 CFU/mi
O6wwee yncno aapobHbix Hakrepuit He Gonee 102 KOE/mn
<1 CFU/ml

Total combined yeast and molds count (TYMC)/
ObLuee 4ncno apoxckesbiX U NIIECHeBbIX rPUGos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 101 CFU/ml/
He 6onee 10" KOE/mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absence in 1 ml/ OtcyTtcTeue B 1 Mn

Absent / OtcyTcTeyloT

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 npenapata BO (bfakoH TEMHOro
cTekna C HaBMHYMBAEMOW MONUNPONUAEHOBON
KPbILLKOW CO BCTPOEHHOW NUMNETKOW M3 cTekna Tuna
3 (EBp. @.) 1 BpombyTUnkaydyka.

Mo 1 conakoHy ¢ MHCTpyKUMel no

NPUMEHEHWIO B NaYKy KapTOHHY!IO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMU C HOPMAaTUBHON
AOKyMeHTaumen.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBMH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUWA KO[l MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55066
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 02/2025 C.A / CEPTUOUKAT AHAJIU3A: 851/25
ANALYTICAL PROC. N°: / TPOTOKON AHAIIU3A Ne: SRAS-9WACRV.3 EXP./ CPOK FrOOHOCTH: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM NWCTOYHUK METOOB AHANN3A: Normative documentation / HopmaTtuaHas
pokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHKI KO/l NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOMW CYBCTAHLIUMN, MHH: Oxymetazoline Hydrochloride, INN:

Oxvmetazoline / OkcumeTtazonvHa ruagpoxnopua, MHH: OkcumeTasonuH:
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUY TPOVU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIUMK::

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYECTAHLIMU NPOU3BOAUTENA
rNe®: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcopua PapmaXemukanuer MuHgeH TmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIMU: Germany / l'epmanns

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudukauum Pe3ynbtaTtbl

Storage / XpaHeHue: At temperature below 25°C. / [py TemnepaType He sbiLue 25°C.

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

REMARKS / Npumevanue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpeGoBaHnam HA

BATCH REMARKS / NpumevaHue ansa cepuu:

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. / [aHHbiM CBWAETENLCTBYIO, YTO AaHHAs napTus NpoBEpeHa B
COOTBETCTBUM C paspelieHMem Ha MmapkeTuHr u EpponeickuM pykoBOACTBOM MO Haanexawlei npou3BoACTBEHHOW
npakTUKe Ans NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AnanuTuk: DECISION / 3akniouenne: /\
Sdénia Chainho
DATE / flata: 2&/02
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO: i
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