SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HasauBuH® kannu Ha3zanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA, NPOAYKTA: 704530 BATCH Ne / DAPTUA Ne /: 30767
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 06/2023 C.A/ CEPTUO®UKAT AHAIIU3A: 4154/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACNM.4 EXP./CPOK rOOHOCTW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYMHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
AokymeHTaumnsa [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KNUEHTA: 81775837

APl NAME / HAMMEHOBAHUE ©®APMALEEBTUYECKOW CYBCTAHLWN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYECTAHLIUN: 23010347

API MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBECTAHLIMM: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API1/

| CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKON CYBCTAHLIVN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaumm Pesynbrarbi
Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3paunblii Complies /
UM NOYTM NpOo3pavHblil  pacTBoOp OT  NOYTW CooteeTtcrayeT
BecuseTHoro Ao cnabo-xenToro uygeTa.
ldentity / MoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcuMmeTasonuHa rugpoxropun with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /
Bpemsi  yoepxwvBaHMA  OCHOBHOrO muKa  Ha CootBeTtcTByeT
XpoMarTorpamme UCHLITYEMOrO PacTeopa AOSMKHO
COOTBETCTBORATL BPEMEHU yASPXKNBAHUS

OCHOBHOrO NUKa Ha XpomaTorpamme CTaHAapTHOro
pacTeopa oKcumMmeTasonuHa rmapoxnopuaa,
NonyJYeHHoN Npu KONMYECTBEHHOM onpeaenexun.

Benzalkonium chloride / Eensa Retention time of the main peak in the
Xnopua eH3ankonuA chromatogram of the test solution should comply

with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /

solution obtained in the Assay test. / Bpewms CootBeTtcTByeT
yAaepxuBaHus OCHOBHOTO nuka Ha
XpoMmaTtorpamme UCNbITYEMOrO pacTsopa A0MKHO
COOTBETCTBOBATL BpeMeHu YAEPXKUBAHUSA
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHAapTHOrO pacTsopa BeH3ankoHua xnopuaa,
NOMYYEHHON NPV KONMYECTBEHHOM ONpeaeneHnu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

| PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® kannu HazansHbie 0,01% Poccua/

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704530

BATCH Ne / NTAPTHUA Ne /: 30767

MANUFACTURE DATE: / BATA N3rOTOBNEHWA: 06/2023

C.A/CEPTU®UKAT AHANU3A: 4154/23

ANALYTICAL PROC. N°: / MIPOTOKON AHANNU3A Ne: SRAS-9WACNM.4

EXP./ CPOK FrOOHOCTMW: 06/2026

HokymeHTauwna M N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHMK METOOOB AHANU3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf, NMPOAYKTA KIMEHTA: 81775837

Oxymetazoline Hydrochloride

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLWM:

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBECTAHLIMN: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

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

OKCMMeTa3onnHa rmgpoxnopuaa.
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TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuucpukaummn PesynbTaTthl
Clarity / Mpo3spayHocTeb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns Complies /
npenaparta He JonmxHa npeebIWaTh CooTteeTcTByeET
onanecueHuMd  3aTanoHa cpaBHeHnua  |/Boasbl
OYMLLEHHON,
Color / LBeTHOCTbL The product should be colorless or be comparable
to reference solution Y. / MNpenapat gomkeH GbiTb
GecuBeTHbIM WU BbIAEPXUBATL CPABHEHWE C Complies /
aTanoHom Y. CooTteetcTByeT
Relative density (d 20/20) / OTHocHTeNbHasA From 1.006 to 1.010/ Ot 1,006 no 1,010
nnotHocTb {d 20/20) 1.007
pH From5.5t06.5/015,5006,5
6.0
Osmolality / OcmonsnbHocTe From 270 to 330 mOsmolkg / Ot 270 no 330
mOcmons/Kr 280
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rmaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / Eautuunasn Not more than 0.1 % / He 6onee 0,1 % <0.1%
HenaeHTUhVLMPOBaHHAs NPUMECh
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <0.1%
| Assay / KonuuecTeeHHoe onpefenenue
Oxymetazoline hydrochloride / From 92.5 to 102.5 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug hydrochloride/ Ot 92,5 go 102,5 mkr/mn 100.6
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJINU3A TOTOBOIo NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HazauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30767
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 06/2023 C.A/ CEPTUOUKAT AHAINMU3A: 4154/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJTU3A Ne: SRAS-9WACNM.4 EXP./ CPOK TrOAHOCTW: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOOB AHAITU3A: Normative documentation / HopmaTtuenas
aokymeHTauma [N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KINTMEHTA: 81775837

APl NAME / HAMUMEHOBAHWE ®APMALEBTUYECKOU CYBCTAHLUWN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYECTAHLUU: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOWN CYECTAHUUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHLUWU: Germany

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudmkauumn Pesynbrathl
Benzalkonium chloride / Beraankonus x10pu4 From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 go 55 mkr/mn GeH3ankoHus xnopuaa
Microbial purity / Mukpo6uonoruieckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
06 & : <1 UFC/ml
Liee Yucno aspobHeix GakTepui He 6onee 10% KOE/mn
Total combined yeast and molds count Not more than 10' CEU /ml /
(TYMC) / OBuyee uncro apoxsKesbix 1 1 <1 UFC/mi
nnecHeBbIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Ab i |
g sence in 1 ml/ OtcytcTBre B 1 Mn Absent/m
Staphylococcus aureus Absence in 1 ml / OtcyTcTBue B 1 Mn Absent/mi
5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska screw cap wilh an integrated plpette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.
1 bottle and patient information leaflet in a carton .
pack. / Mo 5 mn npenapaTta Bo hnakoH TeMHOro Complies /
CTeKNa C HaBUHYUBAEMOW MONUNPONUIIEHOBOM Coorsetctayet
KPbILLKOW CO BCTPOEHHOW NWUNETKON U3 cTekna Tuna
3 (EBp. ®.) n 6pombyTunkayuyka.
Mo 1 dnakoHy ¢ UHCTPYKUME No
MPUMEHEHUIO B NAUKy KapTOHHY!O.
Labeling / MapkupoBka According to Normative documentation. / B Complies /
COOTBETCTBUM C HOPMATUBHON CootBeTcTBYET
AOKYMeHTauueln.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaausuH® kannuv Ha3anbHble 0,01% Poccusa/

ARTICLE CODE / BHYTPEHHUM KOJ NPOOYKTA: 704530 BATCH Ne/ NAPTUA Ne /: 30767
_MANUFACTURE DATE: / QATA U3rOTOBNEHWA: 06/2023 C.A/ CEPTUDUKAT AHANW3A: 4154/23
| ANALYTICAL PROC. N°: / MPOTOKOJT AHATU3A Ne: SRAS-QWACNM.4 EXP./ CPOK rOOHOCTMW: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA NCTOYHUK METOOOB AHANWN3A: Normative documentation / HopmatusHas
AokymeHTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf, NPOAYKTA KANEHTA: 81775837

API NAME / HAMUMEHOBAHWE ®APMALEBTUYECKOW CYECTAHLIUMK:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYBCTAHLIUM: 23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKON CYBCTAHLIUK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®PAPMALIEBTUMECKON CYBCTAHLIUW: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundmkaumnu Pesynurath!

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbilwe 25°C.

Shelf life / Cpok rogHoctu: 3 years / 3 rona

REMARKS / Npumeyuanmue:
The Product conforms to ND/
MNpoayxT cooTBeTcTRYET TpEboBaHMAM HI

BATCH REMARKS / MpumMeuaHue ana 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. / [aHHblM CBYAETENLCTBYIO, YTO AaHHAR NAPTUA NPOBEPEHa B
COOTBETCTBMU C paspelieHMeM Ha MapkeTuHr n EBponeickum pyKOBOACTBOM MO Hagnexalwleld NpoW3BOACTBEHHON
npakTuKe Ans nekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

DECISION / 3akntoueHue: Q]AO\_LM/( o
'®)

Vera Lopes DATE / flaTa: &f/ O} ]

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO: \)é\o N
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