SOFARIMEX

INDUSTRIA QUIMICA £ FARMACRUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A rOTOBOFO NPOAOYKTA

PRODUCT / TPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HaausnH® kannu HasanuHbme 0,01% Poceus /

ARTICLE CODE / BHYTPEHHUWA KOf MPOAYKTA: 704530 BATCH Ne [ MAPTWUA Ne /: 55365
MANUFACTURE DATE: / [IATA W3rOTOBNEHUA: 04/2025 C.A/CEPTUDUKAT AHANU3A: 2151/25
ANALYTICAL PROC. N° [/ TPOTOKQIT AHAIN3A No: SRAS-9WACNM.6 EXP./ CPOK I'OfHOCTHW: 03/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOMHUK METOOOB AHANU3A; Normative documentation / HopmatueHas
AokymeHTauus [TN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOLYKTA KNIUEHTA: 81775837

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOWN CYBCTAHLUMKW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetazonuua rnapoxnopua, MHH: Okcumerazonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOU3BOAUTENA GAPMALIEBTUYECKOW CYBCTAHL{W:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPWUW ®APMALIEBTU4ECKOW CYBCTAHLIWMU NPOU3BOOWNTENA
FRd: 24090271

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOLUTENR ®APMALIEBTUYECKOW CYBCTAHUWM: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemurkanued Munged TmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA TPOU3BOOWUTENA ®APMALIEBTUMECKOW CYBCTAHLIMK: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Crieymdukanmm Pesynbrate

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpoapaysbii
Wil NOMTW  1pO3pavHbil  pacTeop OF  MOYTH
BecuseTHOro A¢ crnabo-KenToro UuseTa.

Complies /
CooveercTeyer

Identity / MopnnHHOCTL Retention time of the main peak in the
Oxymetazoiine hydrochlroide / chromatogram of the test solution should comply
OKCHMEeTa30nMHa FrMapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test /
Bpema  yoepxuBaHWs  OCHOBHOTQ  MWka  Ha .
XPOMATOrpaAMME WCTILITYEMOTO PAcTBOPA AOMKHO Complies /

COOTBETCTROBATH BPEMEHIA yAepHNBaHUA Coorsercrayet
OCHOBHOrO N¥KA Ha XPOMATOrpaMme CTaHZapTHOTO
pacTsopa OKCUMETa30MuHa FMOPOXNOPUAS,
NCAYUYEHHOH NPY KONWUYECTBEHHOM ONpeaeneHuy.

Retention time of the main peak in the
chromategram of the test solution shouid comply
with retention time of the main peak in the
chromatogram of benzalkonium chioride standard
solution obtained in the Assay test. / Bpems
yASKNBaHWA OCHOBHOFO nuKka Ha
XPOMaTOrpamMme UCNLITYEMOro PacTBOPa [IOFMKHO
COOTBETCTROBATL BpEMEHN YASPKUBAHNS
OCHOBHOTO nuKa Ha Xpomarorpamme
CTanfapTHOro pacreopa DeH3ankoHus xnopuaa,
RONYHEHHOR MPK KONNHECTBEHHOM CNPEAENSHUI.

Benzalkonium chloride / BeH3zankoHus
Xnopwa

Complies /
CooTaertcreyeT
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIM3A FOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUWIA KOR NPOAYKTA: 704530 BATCH Ne / TAPTWUA Ne [: 55365
MANUFACTURE DATE: / JATA U3TOTOBIEHUA: 04/2025 C.A | CEPTUOUKAT AHAJN3A: 2151/25
ANALYTICAL PROC. N°: / NIPOTOKOA AHATIU3A Ne: SRAS-OWACNM.6 EXP./ CPOK FOOHOCTH}: 03/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM WCTOYHUK METOO0OB AHARU3A: Normative documentation / Hopmarusxas
pokywmerTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOZ NPOLGYKTA KITUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALEBTUYECKOW CYBCTAHUKK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumerazonuda rugpoxnopng, MHH: OkcumerazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPW NPOU3BOOAUTENA GAPMALIEBTUYECKOW CYBCTAHLIWNA:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPWUWN ®APMALIEBTUMECKOWN CYEBCTAHLIMKW MTPOUIBOANTENA
no: 24090271

APl MANUFACTURER NAME / .
HAUMEHCBAHWE NMPOU3BOOUTENA ®APMALEBTUYHECKOWU CYBCTAHLINW: Siegfried PharmaChemikalien Minden GmbH /
3urchpua DapmaXemukanued MungeH Tmbx

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOU3BOOWUTENA CAPMALIEBTUMECKOW CYBCTAHLIMW: Germany / Mepmanng

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneundurkauunn PesynsTtathi
Clarity / TlpoapayvHocrb The opalescence of the product should not exceed
the cpalescence of the reference
suspension lfpurified water. / OnanecueHums
npenapara He [OFDKHA npeBbILaTs Complias /
onanecueHuwo  3TanoHa  cpaaveMus  Heodbl CoorsercreyeT
OMKLLIEHHGIA,
Color / LIBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / MpenapaTt gomnkeH BeiTb .
fecuBeTHbIM VN BbIASPHUBATE CPABHEHUE C Complies /
CooTBeTCTBYET
aranoHom Y.
Relative density (d 20/20) / OrvocuTensHan From 1.006 to 1.010/ Ot 1,006 o 1,010
MroTHOCTL (d 20/20) 1,008
pH From55t065/01558065
59
Osmolality / QcmonsrisHocTe From 270 to 330 mOsmollkg / Ot 270 no 330
mQcmonb/kr 281
Relative impurities / PoacTeenHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <iD
(NpoAYKT ruapormaa)
Impurity ZP-1 / Npumect ZP~1 Not more than 0.5 % / He Goree 0,5 % <1iD
Individual unidentified impurity / Egurnynas Not more than 0.1 % / He Bonee 0,1 %
HeugeHTrdMLIMposaHHas npumece <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He Bonee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANIM3A FOTOBOIMO NPOLQYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazusrH® kannu HasanbHbie 0,01% Poccun /

ARTICLE CODE / BHYTPEHHUM KO fPOLYKTA: 704530 BATCH Ne /TIAPTHUA Ne /. 55365
MANUFACTURE DATE: / JATA W3rOTOBREHUS: 04/2025 C.A{ CEPTUDUKAT AHANW3A: 2151/25
ANALYTICAL PROC. N° / NMPOTOKON AHANN3A Ne: SRAS-OWACNM.6 EXP./ CPOK NOHHOCTW: 03/2028

ANALYTICAL REFERENCE / PE®REPEHTHbLIA KCTOMHWUK METOOOB AHANMU3A: Normative documentation / HopmaTussxas
AoKkymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUA KO NPOLYKTA KITMEHTA: 81775837

APl NAME, INN / HAUMEHOBAHKE ©®APMALIEBTUUYECKOUK CYBCTAHLMMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: Oxcumerasonun

API MANUFACTURER BATCH NUMBER / HOMEP CEPUIt NPOU3IBOOUTENR GAPMALIEBTUMECKOWN CYBCTAHLIMN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPHUKW GDAPMALIEBTUYECKOW CYBCTAHLIWI NPOU3BOOVTENA
rd: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAWTENS GAPMALIEBTUYECKOW CYEBCTAHUWK: Siegfried PharmaChemikalien Minden GmbH /
3urcbpup PapmaXemukanuen Munged MmeX

COUNTRY OF MANUFACTURE OF THE AP1/ 5
CTPAHA NPOW3BOOUTENHA QAPMALIEBTUMECKOW CYECTAHMWW: Germany / F'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Creumndmgaumm Pezynbratki
Assay [ KonuyectBennoe onpegenexve
Oxymetazoline hydrochloride / From 92.5 to 106 pg/ml. of oxymetazoline
OKCUMETa30GNNHE TMAPOXITOPUY, hydrochloride/ O1 92,5 o 105 mxr/mn 99.6

OKCHUMETA30RNHE rnapoxnopraa.

Benzalkonium chioride / BeHsankorus X10png From 45 to 55 pg/mL of benzatkonium chloride/ Ot
45 po 55 myr/mn BersankoHua xnopuaa 47
Microbial purity / MukpoBuonoruueckasn
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml /
Otuwee uncno aapobHbix Gakrepuit He Gonee 10° KOE/w <t UFC/ml
Total combined yeast and molds count Not more than 10° CFU /ml/
(TYMC)/ OBLuee 9ncno [poxckesbiX 1
NAecHeBbIX rpUBOB He Bonee 10 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 mi/ Oreyrersue 8 1 mn
Absent/mi
Staphylococcus aureus Absence in 1 ml / Orcyrersme B 1 mn Absent/mi
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUBUKAT AHA3A rOTOBOIC NPOLNYKTA

PRODUCT / MPOQYKT: Nasivin Nasal Drops 0.01 % Russia / Hazueuu® kannu HazanbHble 0,01% Poccnn /

ARTICLE CODE / BHYTPEHHMUIA KOR NPOAYKTA: 704530 BATCH Ne / TAPTKUA Ne /: 55365
MANUFACTURE DATE: / JATA U3TOTOBNEHWUA: 04/2025 C.A !/ CEPTHOUWUKAT AHANI3A: 2151725
ANALYTICAL PROC. N°: / NPOTOKOMN AHAINU3A Ne: SRAS-BWACNM.6 EXP. / CPOK TOQHOCTW: 03/2028

ANALYTICAL REFERENCE !/ PE®EPEHTHbIN MCTOYHKK METOROB AHAJTM3A: Normative documentation / HopmatnaHas
AoxkymeHTauna 1 N012964/01-240523

GUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO[ MTPOOYKTA KIUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUKE ®APMALIEBTUMECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuda rugpoxnopua, MHH: OxkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWW NPOWU3BOAKTENA GAPMALEBTUYECKOWN CYBCTAHLIKMNK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPYY ®APMALIEBTUYECKOW CYBCTAHMLIAA NPOU3BOAWTENA
Ne: 24000271

API MANUFACTURER NAME / .
HAMMEHOBAHWE MPON3BOOUTENR ®APMALIEBTUYECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemuxanner Munges TmbX

COUNTRY OF MANUFACTURE OF THE AP}/ .
CTPAHA NMPOUIBOLAWTENA OPAPMALIEBTUHECKOW CYBCTAHUWW: Germany / l'epmanns

TESTS SPECIFICATIONS RESULTS
MoKasaternu Cneymncprkanmm PesynsTatbl

% 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 5 mn npenapaTa BO (PNakoH TEMHOro
CTeKila C HaBWHUMBaEMOW MONUAPONNASHOBOI Complies/
KPBILLKOA GO BCTPOEHHOM MUAETKOM 13 CTEKNa Tvuna CooTeReTtcrayeT
3 {Esp. ®.} u GpomByTunkayydyxa.
Mo 1 hnakoHy ¢ MHCTPYKLWER Nno
NPUMEHEHWUIO 8 NAYKY KEPTOHHYIO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B .
COOTBETCTBMM G HOPMATUBHON Compiies /
JAOKyMeHTauneR, CooTteeTcTRYET

Storage / XpaHeHwe: At temperature below 25°C. / Flpu TemnepaType He 8obile 25°C.

Sheif life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecau)

REMARKS / Npumevanue:
The Product conforms to ND/
MpoaykT cooTeeTcrByeT Tpeborannam HO

4/5
iMP.4.14




SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.8,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIA3A rOTOBOIO NPOAYKTA

PRODUCT / IPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Haaneur® kannu HazanbHbie 0,01% Poccusn /

ARTICLE CODE / BHYTPEHHWI KOG NPOLYKTA: 704530 BATCH Ne / TTAPTWA Ne /: 55365
MANUFACTURE DATE: / JATA N3FOTOBINEHWUA: 04/2025 C.A/ CEPTUOUKAT AHATNIN3A: 2151/25
ANALYTICAL PROC. N°: / TPOTOKOST AHATTAZA Ne: SRAS-OWACNM.6 EXP./ CPOKTOOHOCTH: 03/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHWK METOOOB AHAIU3A: Normative documentation / HopmaTtueHas
AorkymeHTayus T NG12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOJYKTA KIIMEHTA: 81775837

AP1 NAME, INN / HAMMEHOBAHUE ©APMALIEBTUHECKOW CYBCTAHLMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okeumertasonuua rugpoxnopua, MHH: Oxcumeraszonuu

APl MANUFACTURER BATCH NUMBER { HOMEP CEPWUW NPOU3BOAUTENA GCAPMALIEBTUUYECKOWN CYBCTAHLIMN:
24252103

FP MANUFACTURER AP!I BATCH NUMBER / HOMEP CEPU¥ O APMALIEBTUYECKOW CYBCTAHLUWIK NPOU3BOWUTENA
MNd: 24090271

APl MANUFACTURER NAME /

HAWMEHOBAHKE NPON3BOJUTENA GAPMALEBTUYECKOW CYBCTAHLIMK: Siegfried PharmaChemikalien Minden GmbH /
3urdbpug PapmaxXemukanuer Musger TM6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOV3BOOWTENA GAPMALIEBTUYECKOWN CYBCTAHLMMK: Germany / Tepmanns

BATCH REMARKS / Npumeuanue ana cepuu:

Hereby | certify that this tot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHsbiM CBUASTENLCTBYIO, YTO [AAHHAS napTUa NpoBepeHa 8
COOTBETCTBAN C paspeleHneM Ha mMapkeTunr u Esponeickum pykoBOACTSBOM M0 HaAfexalued npoussBoaCTBEHHON
NpakTrKe 4Na NekapcTBEHHbIX NPOAYKTOR.

ANALIST / Ananutuk: ‘ Q
Sonia Chainho DECISION / 3axmouetne: A‘ﬂ?{}’\/\,&,}}é(
DATE / arTa: L )

. e
M. Ines Ribeiro S o0
QUALIFIED PERSON / OTBETCTEEHHOE NULIO: %«)/‘)\{ ) L
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