SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KOJ NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30256
MANUFACTURE DATE: / OATA U3TOTOBNEHWA: 02/2023 C.A/ CEPTUOUKAT AHANN3A:1803/23
ANALYTICAL PROC. N°: / MIPOTOKON AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMW: 02/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOB AHANU3A: Normative documentation / Hopmatnsnas
AokymeHTauns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYECTAHLIMU: 22040377 / 22100367

APl MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAMTENA ®APMALIEBTUYECKOM CYBECTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOM3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUMK: Germany

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuudukauymm PesynbtaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpoapaunbin

Unu - NouTW  npo3padHbii  pacteop oT novtu | Complies / CooteTcTBYeT
BecuseTHoro ao cnabo-xenToro UeeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpems ymepxvBaHMA OCHOBHOTO nwka Ha
XpomaTorpammMe UCTbLITYEMOro PacTeopa JO/MKHO
COOTBETCTBOBATL BpEMEHU yAepuBaHus

OCHOBHOIO nvka Ha XpomaTorpamme
CTaHAapTHOro pacTBopa OKCUMEeTa3onuHa
ruapoxnopuaa, nony4YeHHon npu

KONU4YeCTBEHHOM onpeaeneHuy.

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 Complies / CooTBeTcTBYOT
solution obtained in the Assay test. / Bpems
YAEPXMBaHUS1 OCHOBHOTO MuKka Ha XpoMaTorpamme
UCNBITYEMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHU YyAepXMBaAHWA OCHOBHOrO nuka Ha
XpomMaTtorpamme CTaHAapTHOro pacteopa
BeHsarikonuss  xnopupa, nony4eHHon  npu
KONMYeCTBEHHOM onpeaeneHuu.

Clarity / NMpo3pauHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies / CootBeTtcTayeT

npenapara He AomkHa npesbiWwaTth
ONanecLeHLuio  sTanoHa cpasHeHus |/Boabl
OYMNLLEHHOW,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBnu® kannu Ha3sanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531

BATCH Ne / MAPTWUSA Ne /: 30256

MANUFACTURE DATE: / BATA U3FOTOBNEHNUA: 02/2023

C.A/CEPTUOUKAT AHANN3A:1803/23

ANALYTICAL PROC. N°: / IPOTOKON AHATN3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOAHOCTMW: 02/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM NCTOYHUK METOOOB AHAMU3A: Normative documentation / HopwmaTtusHas

Aokymertauus M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775838

APl NAME /| HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLUU: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUX ®APMALEEBTUYECKOW CYBCTAHLWUW: 22040377 / 22100367

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYECTAHUMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPON3BOANTENSA ®APMALIEBTUYECKON CYECTAHLWW: Germany

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuuncdunxaumun

RESULTS
PesynbTathl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT gonkeH 6biTb
6ecuBeTHbLIM WM BLIAEPXKMBATL CpasHeHue ¢
3TanoHom Yz,

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHan

From 1.006 to 1.010/ OT1 1,006 po 1,010

nntotHocTb (d 20/20) 1.007
pH From55t065/015,5806,5
5.9
Osmolality / OcmonsanbHocTb From 270 to 330 mOsmolkg / Ot 270 po 330
MOcmonb/kr 281

Relative impurities / PogcTseHHiIe npumecu
Impurity A (hydrolysis product) / Mpumeck A
(NpoaykT ruaponuaa)

Impurity ZP-1 / Mpumeck ZP-1

Individual unidentified impurity / EgmHuynas
HenaeHTUhUUMPOBaHHAsA NPUMECH

Total impurities/ Cymma npumecein

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay /| KonuyectBeHHoe onpepeneHune
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopug

Benzalkonium chloride / Bensankoxus xnopug,

From 237.5 to 262.5 pg/mL of oxymetazoline
hydrochloride/ Ot 237,5 no 262,5 mkr/mn
OKCMMETa30MuHa rmapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn BeHsankoHusA xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ NPOAYKTA: 704531 BATCH Ne / TTAPTWA Ne /: 30256
MANUFACTURE DATE: / AATA U3rOTOBMEHMUS: 02/2023 C.A/ CEPTUOUKAT AHAITN3A:1803/23
ANALYTICAL PROC. N°: / IPOTOKOI AHAINU3A Ne: SRAS-OWACRV.2 EXP./ CPOK FrOOHOCTW: 02/2026

ANALYTICAL REFERENCE / PEOEPEHTHbLIM UCTOYHUK METOOB AHAMNN3A: Normative documentation / HopmatusHas
|_AokymeHTauma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KIMMEHTA: 81775838

APl NAME /| HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHUMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOUW CYBCTAHLVU: 22040377 / 22100367

APl MANUFACTURER NAME / .
HAUMMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUMECKOU CYBCTAHLUMU: Sieafried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOJUTENA ®APMALIEBTUMECKOU CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudmkauuu PesynbTaThl
Microbial purity / Mukpo6uonorudeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 102 CFU / mi / <1 CFU/ml

O6buiee uncno aspobHbIX GakTepuii He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml/ <1 CFU/mi
ObLwee unMcno ApoXOKEBLIX W NNeCHeBbLIX rpubos He Gonee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml / OtcytcTBure B 1 mn Absent / OtcytcTBylOT
Staphylococcus aureus Absence in 1 ml/ Otcytctaune 8 1 mn Absent / OtcyTcTtayloT
Package / YnakoBxa 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 Jeaflet in a carton
pack, / Mo 10 mMn npenapata 8o hRakoH TEMHOMO
CTekna ¢ HasWH4YMBaeMol nonunponuneHosoit | Complies / CooteeTcTByeT
KPbILIKOW CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (EBp. ®.) n GpomByTUNKayuyKa. ‘
Mo 1 dnakoHy ¢ MHCTPYKUMEi no

NPUMEHEHMIO B NaYKy KAPTOHHYIO.

Labeling / Mapkuposka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOM

AOKyMeHTauuen, Complies / CooTBeTcTayeT

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

Shelf life / Cpok rogxocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANI3A TOTOBOIO NPOOYKTA

PRODUCT / MTPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3ueuH® kannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWI KOL NPOAYKTA: 704531 BATCH Ne / MAPTUSA Ne /: 30256
MANUFACTURE DATE: / DATA NU3rOTOBNEHWA: 02/2023 C.A/CEPTU®UKAT AHANU3A:1803/23
ANALYTICAL PROC. N°: / TPOTOKON AHATU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOAHOCTMW: 02/2026

ANALYTICAL REFERENCE / PE®OEPEHTHLIV UCTOMYHUK METOOB AHAIM3A: Normative documentation / HopmaTtusHas
AokymenTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUMECKON CYECTAHLIUM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLINKU: 22040377 / 22100367

APl MANUFACTURER NAME / .
HAWNMEHOBAHWE NPOU3BOOWUTENA PAPMALIEBTUYECKON CYECTAHLUMWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYECTAHUWMUW: Germany

REMARKS / NMpumeyanue:
The Product conforms to ND/
MpoayxT cooTeeTcTRYET TPeGOBaHMAM HJ

BATCH REMARKS / Mpumeyanrue gna 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. / JaHHbIM cBUAETENbCTBYIO, Y4TO AaHHAA NapTWA NpoBepeHa B
COOTBETCTBUN C paspeLleHnem Ha MapkeTuHr u EBponenckum pykoBOACTBOM NO Hagnexaliei nNpou3BOACTBEHHOWM
npakTuKe ANA NeKkapcTBeHHbIX NPOAYKTOB.

N
ANALIST / AvanuTuk: DECISION / 3akmiosenme: A \uo Vel
Vera Lopes -

M. Inés Ribeiro DATE / flata: e (/ @ Lol S \0
QUALIFIED PERSON / OTBeTcTBEHHO® FIULO: ;
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