SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccun /

ARTICLE CODE / BHYTPEHHUI KOL NMPORYKTA: 704531 BATCH Ne / MAPTHUA Ne /: 31660
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 01/2024 C.A /| CEPTUO®UKAT AHAITU3A: 507/24
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOQHOCTH: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTuHas
AokymenTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOJ NMPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuda rugpoxnopup, MHH: OkcumeTaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUU:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIUU NPOU3BOAUTENA
Mao: 23080121

APlI MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOOAVNTENA ®APMALIEBTUYMECKOM CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmed MuHgeH MTmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEEBTUMECKOWU CYBCTAHUWWU: Germany / l'epmaHns

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudpumkauumn Pe3ynbTaThl
Description/ OnucaHune Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / lNpospayHbiii
MNU  MOYTW NPO3payHbIl  pacTBoOp OT NOYTH
6ecuBeTHoro ao cnabo-xenToro ygeTa.

Complies / CooTtBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHust OCHOBHOrO nuMkKa Ha
Xpomartorpamme VCTIbITYeMOoro pacTeopa AOMKHO | Complies / CooTeeTcTayeT
COOTBETCTBOBATL BpEMEHU yAepxxuBaHus

OCHOBHOrO nuka Ha XpoMarorpamme
CTaHOapTHOro pactsopa OKCUMETa30nuHa
rnapoxnopuaa, nosy4YeHHOW npw

Konu4yecTtseHHOM onpeaeneHun.

Benzalkonium chloride / BeH3ankoHus 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. / Bpewms
yaepXXusaHna OCHOBHOIO nuka Ha XpomaTtorpamme Comp"es/ COOTBeTCTByeT
UCMbITYEMOro pacTBopa AOMMKHO COOTBETCTBOBAaTL
BpEMEHN YAEpXMBaHMS OCHOBHOrO MuKa Ha
xpomarorpamme CTaHpapTHOro pactBopa
BeH3ankoHus  xnopuaa,  MOSyYEeHHOW  npw
KONMWUYECTBEHHOM onpeaeneHuu.

Clarity / Mpo3spa4HocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTseTcTayeT

npenaparta He JOoMmKHa npeebIWaTb
onanecueHUUIo 3TanoHa cpaBHeHus |/Boabl
OYULLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 31660

MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 01/2024

C.A /| CEPTU®UKAT AHAIU3A: 507/24

ANALYTICAL PROC. N° / NPOTOKOIT AHANW3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTW: 01/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIW UCTOYHUK METOJOB AHAIU3A: Normative documentation / Hopmatuehas

pokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA MPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYMECKOU CYBCTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumerazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUMX NPOU3BOAWTENSA ®PAPMALEEBTUHECKOW CYBCTAHLINK:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUHECKOW CYBCTAHLIUU NPOU3BOAUTENA

MNo: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOOUTENA ®APMALIEEBTUYECKOW CYBCTAHLUMW: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanued MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKOW CYECTAHLMU: Germany / Fepmanus

TESTS
Mokasatenu

SPECIFICATIONS
Cneundoukaumnv

RESULTS
Pesynbtathi

Color / LBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat aomkeH 6biTb
6ecuBeTHbIM UMK BblOEpXuBaTb CpaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnotHocTb (d 20/20) 1,008
pH From5.5t06.5/01557006,5
59
Osmolality / OcmonsinbHoOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcmonb/kr
278
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT rugponunsa)
Impurity ZP-1 / Npumecks ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Equnnynas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUULMPOBaHHAS NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTBeHHOE onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcrMMeTa3onuHa rnapoxnopua, hydrochloride/ OT 2375 go 262,5 mkr/mn 250 3
OKCUMETAa30mnuHa rmapoxnopuaa. ’
Benzalkonium chloride / beHaankoHusi xnopug From 45 to 55 ug/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBMH® kannu Ha3anbHblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31660
MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 01/2024 C.A /| CEPTU®UKAT AHATIU3A: 507/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOOHOCTHU: 01/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbLIU NICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtusHhas
AokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMI KO NMPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHUWKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopug, MHH: OkcumMeTasonud

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUN:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALEBTUYECKOW CYBCTAHLMU NPOU3BOANUTENA
rno: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHUMUMWN: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemukanvmed Munaed MmMoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUWMU: Germany / r'epmanusi

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkauumn PesynbTathl

Microbial purity / Mukpobuonoru4deckas
yucToTa

Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml /
Y, <1 CFU/ml

O6wee yncno aspobHbix HakTepui He Gonee 10> KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml /
O6Lwee uncno ppodoKEBbIX U NNECHEBbLIX rpUbos He 6onee 1 01 KOE/mn <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 Mn

Absent / OTtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 Mn

Absent / OtcyTcTyiOT
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. / Mo 10 mn npenapata BO hfakoH TEMHOTO
CTeKkna C HaBUHYMBAEMOW NONMNPONUIEHOBON
KPbILLUKOW CO BCTPOEHHOW NUMNETKON M3 cTekna Tuna
3 (EBp. ®.) n 6pombyTUNKayuyKa.

Mo 1 chnakoHy C MHCTPYKUMER NO

NPUMEHEHWIO B NaYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Nommative documentation. / B
COOTBETCTBMU C HOPMATUBHOM
AOKyMeHTauuen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINN3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31660
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 01/2024 C.A | CEPTUOUKAT AHANN3A: 507/24
ANALYTICAL PROC. N° / NPOTOKON AHANW3A Ne: SRAS-OWACRV.2 EXP./ CPOK TrOAHOCTW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIW UICTOYHUK METOAOB AHAINU3A: Normative documentation / Hopmatushas
aokymentauma 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOQYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumetasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAUTENSA ®APMALIEBTUMECKOW CYBECTAHLIUM:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMM ®APMALIEBTUYECKOW CYECTAHLIMU NMPOM3BORWUTENSA
rNo: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHMWE NMPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLMUMN: Siegfried PharmaChemikalien Minden GmbH /
Surcbpug PapmaXemukanmed MuHgeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ j
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUN: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundukauum PesynbTathl

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bhie 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roaa

REMARKS / lNpumevaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpebopaHuam HJ

BATCH REMARKS / NMpumeuaHue ans cepum:

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. / [laHHbIM CBWAETENbLCTBYIO, YTO A@HHAA NapTWsl NpOBepeHa B
COOTBETCTBUM C paspelleHMeM Ha MapkeTuHr u EBponefiCkMM pYKOBOACTBOM MO Hagfexalleid npoussoacTBEHHOW
npakTuke AN NekapcTBeHHbIX NPOAYKTOB.

ANALIST / AnanuTuk: DECISION / 3aknioueme: )ha/a{
Sonia Chainho

DATE / flata: M’A}/Z‘*pa
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO:
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