SOFARIMEX

INDUSTRIA QUIMICA £ FARMACELTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A rOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOZ NMPOQYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30222
MANUFACTURE DATE: / JATA U3rOTOBMNEHUA: 02/2023 C.A/ CEPTUOUKAT AHAJIU3A: 1615/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHANU3A Ne: SRAS-9WACNM.4 EXP./ CPOK FrOOHOCTMW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYHUK METOROB AHANMW3A: Normative documentation / HopmaTtueHas
AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775837

API NAME / HAMMEHOBAHUE ©®APMALIEBTUMECKOW CYBCTAHUUU:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYGCTANHLMW: 22040377

APl MANUFACTURER NAME / 5
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MNPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauumn PesynbTtartb!
Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpoapayHbiii Complies /
UM MOYTM Npo3payHblii  pacTBOp OT MOYTU CootBetcTByeT
6ecupeTHoro ao cnabo-xenToro ugera.
ldentity / lMoanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumMeTasonuHa rugpoxnopug with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /
Bpema  yaepXuBaHUA  OCHOBHOrO nuka Ha CooTtBeTcTBYET
XpoMaTorpaMmMe UCNbLITYEMOro pacTeopa AOIMKHO
COOTBETCTBOBATL BpeMeHu yAepXUBaHUA

OCHOBHOIO MUKa Ha XPOMAaTOrpaMme CTaHAapTHOTO
pacTeopa OKCMMETa30MUHa rnapoxnopuaa,
NONyYeHHOMN NpY KOSIUYECTBEHHOM OMpeaeneHun.

Benzalkonium chloride / BeH3ankonus etentiofs timey of i main UL
e — chromatogr_am of the test solutlor_m should qomply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpewms CooTBeTcTBYET
yAepXUBaHUS OCHOBHOTO nuka Ha
XpoMaTorpaMMe UCMbITYEMOro PacTeopa AOMMKHO
COOTBETCTBORATL BPEMEHM yAepXuBanus
OCHOBHOTO nuka Ha xpomarorpamme
CTaHAapTHOro pacTeopa GeH3ankoHus xnopuaa,
MOMY4EHHON MPU KONUYECTBEHHOM onpeaeneHum.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, §.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu Ha3anbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KO NPOQYKTA: 704530

BATCH Ne / MAPTUA Ne /: 30222

MANUFACTURE DATE: / OATA U3rOTOBNEHWUS: 02/2023

C.A/ CEPTU®UKAT AHATTU3A: 1615/23

ANALYTICAL PROC. N°: / NIPOTOKON AHANIU3A Ne: SRAS-9WACNM.4

EXP./CPOK TOAHOCTMW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANMU3A: Normative documentation / HopmatusHas

Aokymedtauns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHMHUIN KO NPOAYKTA KNUEHTA: 81775837

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUN:

Oxymetazoline Hydrochloride

AP! BATCH NUMBER / HOMEP CEPVW ®APMALEEBTUMECKOWN CYECTAHLINU: 22040377

API MANUFACTURER NAME /

HAWMEHOBAHME NPON3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLINN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKON CYECTAHLIMMA: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudunkaumm Pe3ynbTaTht
_Clarityl Mpo3pavyHoCcTL The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuws Complies /
npenapaTta He AOMKHa npeBbIWaTh CootBeTcTBYET
onanecueHUMio 3TanoHa cpaBHeHus |/Bogbl
OUYNLLEHHON.
Color / LiBeTHOCTBL The product should be colorless or be comparable
to reference solution Y7. / MpenapaT aonxeH 6uITs
GecuBeTHbIM WM BbIAEPXKUBATL CpaBHEHUE C Complies /
3TanoHom Yz. CooTeeTcTBYET
Relative density (d 20/20) / OTHocuTenbHasg From 1.006 to 1.010/ Ot 1,006 o 1,010
nnoTHocTb (d 20/20) 1.010
pH From5.5t06.5/07155006,5
6.0
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 283
Relative impurities / PogcTBeHHble npumeck
impurity A (hydrolysis product) / Qpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHunynasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUhUUMPOBAHHAA NPUMECh
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuuectBeHHOe onpeaenexue
Oxymetazoline hydrochloride / From 92.5 to 102.5 pug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug, hydrochloride/ Ot 92,5 go 102,5 mkr/mn 08.4

OKCUMETa3oInHa rmgpoxnopuaa.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KOl MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30222
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 02/2023 C.A/ CEPTUDUKAT AHAJIU3A: 1615/23
ANALYTICAL PROC. N°: / MTPOTOKON AHATNU3A Ne: SRAS-9WACNM.4 EXP./ CPOK rOAHOCTW: 02/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTueHas
pokymeHTauusa 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL NPOAYKTA KNUEHTA: 81775837

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHUUMU:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALEEBTUYECKOW CYECTAHLUN: 22040377

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOM3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLINMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneumdmkaumn Pesynbrath!
Benzalkonium chloride / BeHaankoHus Xx10pug, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 52
45 no 55 mkr/mn GeH3ankoHus xnopuaa
Microbial purity / Mukpoéuonoruyeckasn
4ucToTa
Total aerobic microbial count (TAMC)/ Not more than 10° CFU /ml /
O6iLee Yuc 6 7 <1 UFC/ml
1] no aspobHbix 6akTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10' CFU /ml /
(TYMC) / O6Lee 4Mcno ApoXOKEBbIX U 1 m <1 UFC/ml
MNIECHEBbIX rPUGOB He 6onee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OTcytcTteme B 1 Mn Absent/mi
5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 5 mn npenapaTta Bo hnakoH TEMHOrO Complies /
cTekna ¢ HaBWHYMBAEMOW MOMUMPONUMIEHOBON Cooteetcrayer
KPbILIKOA CO BCTPOEHHOWM NUNETKOM 13 cTekna Tvna
3 (Esp. $.) 1 GpomByTunkayqyka.
Mo 1 chnaxoHy ¢ UHCTPYKLME no
NPUMEHEHMIO B NaYKy KapTOHHYIO.
Labeling / Mapkuposka According to Normative documentation. / B Complies /
COOTBETCTBUM C HOPMAaTUBHON CooteetcrByeT
OOKYMEHTaunen.
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SOFARIMEX

INDUSTRIA QUIMICA F FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANWU3A FOTOBOIrO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HazanbHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOA NPOQYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 30222
MANUFACTURE DATE: / OATA U3rOTOBNEHWUS: 02/2023 C.A/ CEPTU®UKAT AHATIU3A: 1615/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJIN3A Ne: SRAS-9WACNM.4 EXP./ CPOK TOQHOCTW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHAJMU3A: Normative documentation / HopmaTtueHas
AokymeHTaumsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KNUEHTA: 81775837

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOWN CYECTAHUUMU:

Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOWN CYBECTAHLNK: 22040377
APl MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOWUTENA ®APMALIEBTUMECKOW CYECTAHLNU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOW3BOAUTENSA DPAPMALIEBTUMECKOW CYECTAHLIMMN: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenun Cneundonkaumm Pesynbrartht

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbille 25°C.

Shelf life / Cpok rogHocTn: 3 years / 3 roaa

REMARKS / Mpumeyanue:
The Product conforms to ND/
MpoaykT cootBeTCTBYET TPeGOBaHMAM HL

BATCH REMARKS / MpumMevaHue ans 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. / [JaHHbIM CBMAETENBLCTBYIO, YTO AAHHAA NapTMA NPOBEPEHa B
COOTBETCTBUM C paspelleHnem Ha MapkeTuHr v EBponeiickum pyKoBOACTBOM N0 Hagnexallei npou3soLcTBEHHON
npakTyke ANs NeKapCTBEHHbIX NPOAYKTOB,

Pa)
ANALIST / AHanuTuk: -

DECISION / 3aknioueHue: /-\‘fp/\,\)v)‘*&w
Francesca Amaral DATE / flata: (Q ((/ u’:-'/ Z <
Maria Marques QUALIFIED PERSON / OrseTcTBEeHHOE NULD: ~
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