SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A TOTOBOIO NMPOAOYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaamBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NMPOOYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55817
MANUFACTURE DATE: / AATA N3rOTOBNEHWA: 07/2025 C.A/ CEPTUO®UKAT AHAJIN3A: 3664/25
ANALYTICAL PROC. N°: / NIPOTOKON AHAINWU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOAQHOCTW: 06/2028

{' ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
| gokymeHtaunsa N N012964/01-240523

™ o
CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAYKTA KIUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOWU CYBCTAHLMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUM:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUU MPON3BOOUTENSA
rNo®: 25040210

APl MANUFACTURER NAME / 5
HAWMEHOBAHMUE NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanued MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOVU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukaumm Peaynbtatbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNMpospa4Hbin | Complies / CooTBeTcTBYET
WKW NOYTW MpPO3payHbLIi  pacTBop OT  MoYTU
©ecuseTHoOro Ao cnabo-XenToro LpeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopug, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooTBetcTBYeT
Bpems yZepkuBaHWs OCHOBHOMO MUKA Ha
XpoMaTorpamMmme MCNbITYyeMOro pactesopa AOmKHO
COOTBETCTBOBATHL BPEMEHU yAEpXK1BaHs

OCHOBHOTO nuka Ha Xpomarorpamme
CTaHAapTHOro pacTeopa OKCMMETA30MNNHa
rugpoxnopuaa, NONy4YeHHOM npu

Konn4ecTBeHHOM onpeaeneHnn.

Benzalkonium chloride / BeHzankoHus 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/ CooTBetcTByeT
yAepXuBaHNa OCHOBHOIO Nika Ha xpomaTtorpaMmme
UCMbITYEeMOro pacTeopa AOMKHO COOTBETCTBOBATh
BPEMEHU YAEPXKMBAHWA OCHOBHOMO MMKa Ha
xpomaTtorpamme CTaHAapTHOro pactsopa
OeH3ankoHna  xnopuaa,  NOMyYeHHOW  npw
KONMMYECTBEHHOM onpefeneHuu.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuma | Complies/ CooTBeTcTByeT
npenaparta He [oIkHa npeebiWaThb
onanecueHuuio 3TanoHa cpaeHeHusa  |/Boabl
O4YNLLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL NMPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55817

MANUFACTURE DATE: / DATA U3FOTOBNEHWUA: 07/2025

C.A | CEPTU®UKAT AHATIU3A: 3664/25

ANALYTICAL PROC. N°: / MIPOTOKON AHAINM3A Ne: SRAS-9WACRV.3

EXP./ CPOK FrOOHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQ@EPEHTHbIM NICTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTtusHas

AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOJ NPOAYKTA KNUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYBECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopun, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWU NMPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUW:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYECTAHLIMW NPOU3BOANTENA

Mo: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHME MPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmed Mungern Mmb6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUU: Germany / lepmaHust

TESTS
MokazaTtenun

SPECIFICATIONS
Cneuudukaumm

RESULTS
PesynbraThl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT gonxeH 6biTb
BOEeCLBETHbBIM UNWU  BblAEpPXNBaTb CpaBHEHWE C
atanoxuom Y.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / O1 1,006 Ao 1,010 1.008

nnoTHocTb (d 20/20)

pH From55t06.5/0155006,5 59

Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 283
mOcmMonb/Kr

Relative impurities / PoacTtBeHHbIe npumecu

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

(npoaykT rugponuaa)

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

Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LQ

HenaeHTUhLMpoBaHHas NpUMech

Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LQ

Assay / KonuyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline

OxkcumeTasonuHa ruapoxnopug, hydrochloride/ OT 237,5 no 262,5 mkr/mn 249.0
OKCUMeTa3onuHa ruapoxnopuaa.

Benzalkonium chloride / beHaankoHusa xnopwva, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48

45 no 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55817
MANUFACTURE DATE: / JATA U3rOTOBINEHWA: 07/2025 C.A/ CEPTU®UKAT AHAIIU3A: 3664/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAMKU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TOOHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHANNU3A: Normative documentation / HopmaTushas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OkcumeTtazonun:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUUN NMPON3BOAUTENA ®APMALEEBTUMECKOU CYBECTAHLUUU:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYECTAHLIMM NPOM3BOAUTENSA
rN®d: 25040210

API MANUFACTURER NAME / 5
HAMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /
Surdpug PapmaxXemukanved MungeH FTmeX

COUNTRY OF MANUFACTURE OF THE AP/ .
CTPAHA NPOU3BOAONTENA ®APMALEBTUYECKOW CYBCTAHLUWU: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenun Cneuundurkauum PesynbraTthbl
Microbial purity / Mukpobuonoruueckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 16° CFU /ml / | <1 CFU/mi

O6wwee uncno aapobHbix HakTepuit He Bonee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1CFU/ml
Obuwee 4ncno ApoXcKeBbIX U NNECHEBLIX rpubos 1
He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue B 1 mn Absent / OTcyTCTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTBue B 1 mn Absent / OtcyTcTBYIOT
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. / o 10 mn npenaparta BO NakoH TEeMHOro
CTekna ¢ HaBWHYMBAEMOW NONUNPONUAEHOBON
KPbILKOW CO BCTPOEHHOW NUNeTKon u3 ctekna Tuna | Complies / CooteeTCcTBYET
3 (Esp. ®.) u GpombyTUnKayuyka.
Mo 1 dnakoHy C MHCTPYKUMEN no
NPVYMEHEHMIO B NaYKy KAPTOHHYIO.

Labeling / MapxupoBka According to Normative documentation. / B
COOTBETCTBMM C HOPMATUBHOM
OOKYMEeHTaumen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIN3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55817
MANUFACTURE DATE: / ATA U3rOTOBREHWA: 07/2025 C.A /| CEPTUDUKAT AHAITU3A: 3664/25
ANALYTICAL PROC. N° / MTIPOTOKOI AHAINA3A Ne: SRAS-9WACRV.3 EXP. / CPOK TrOQHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®OEPEHTHbLIN UICTOYHUK METOOOB AHAMKU3A: Normative documentation / HopmaTueHas
aokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KO MPOAYKTA KIIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna ruapoxnopua, MHH: OkcumetasonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWM NPON3BOAMTENA ®APMALIEBTUYECKOW CYECTAHLUWK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHUUN NPON3BOAUTENA
MMo: 25040210

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NPON3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
Surdppuan PapmaXemukanmed MunaeH MbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOU CYBCTAHUWUN: Germany / lepmanuna

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauunmn PesynbTaTthl

Storage / XpaHeHwue: At temperature below 25°C. / MNpu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTk: 3 years (-1 month) / 3 roga (- 1 mecsiy)

REMARKS / Mpumeyuanue:
The Product conforms to ND/
MpogykT cooTBeTcTBYET TpeboBaHuam HL

BATCH REMARKS / Npume4yaHue ansi 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. / [JaHHbiM CBMAETENLCTBYIO, YTO AaHHAsA NapTWA NpoBepeHa B
COOTBETCTBUW C paspelleHVeM Ha MapKeTWHr M EBponefickum pyKOBOACTBOM MO Hajnexaliei npousBOoACTBEHHON
npakTuKe ANA nekapcTBeHHbIX NPOAYKTOB. |'

ANALIST / AHanuTuk: DECISION / 3aknioueHue: /\?{//”/3/ .fd
Bruno Farinha DATE/ fata: <3, Z}' /Za 28
M. Inés Ribeiro QUALIFIED PERSON / OTBETCTBEHHOE NMULLO:

/
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