SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOI'O NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HazanbLHbIA AO03MPOBaHHbIW 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31505 B
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2023 C.A /| CEPTUOUKAT AHANMU3A: 6533/23
ANALYTICAL PROC. N°: / TPOTOKON AHANMU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOQHOCTH: 11/2026

ANALYTICAL REFERENCE / PEGEPEHTHbI UCTOYHUK METOLOB AHAJIM3A: Normative documentation / HopmaTushas
AokymeHTatma M N013921/01-290422 -

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAYKTA KNUEHTA: 81775840

AP! NAME / HAMMEHOBAHMWE ®APMALEEBTUYMECKOW CYECTAHLWUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ® APMALIEBTUYECKOW CYBCTAHLIMK: 23080121

API MANUFACTURER NAME / . 1
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOM CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuucpukauuu PesynbTarbl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3apaunbIn unu noutu
npo3payHbIi pacTeop OT Moyt GecueetHoro go | Complies / CooTsetctayeT
cnabo-xenToro LseTa.

Description/ Onucanue

Identity/ NoanuHHocTL Retention time of the main peak in the Complies / CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTtazonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  ygepxvBaHUs  OCHOBHOTO nuka Ha
Xpomartorpamme WUCNbITYEMOro pactsopa AOSMKHO
COOTBETCTBOBATL BpPEMEHU yAepXnBaHus
OCHOBHOFO MUKa Ha XPOMA rOIPamme CTaHAaPTHOro
pacTeopa OKCUMeTa3onuHa rmapoxnopuaa,
NOMy4YeHHO NPU KONMYECTBEHHOM OnpeaeneHum.

. ) Retention time of the main peak in the Complies / CooTBeTcTRYET
Benzalkonium chloride / Bensankonus chromatogram of the test solution should comply
xnopvAa with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPXMBAHUA OCHOBHOTO NKa Ha XpoMaTorpamme
UCMbITYEMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHWN yAEPXMBAHUSL OCHOBHOMO NMKa Ha
XxpomaTorpaMmmMe cTaHAapTHOro pacTeOpa
BeHaankonms  xnopuaa,  nonyuyeHHol  npw
KONWYECTBEHHOM ONpeaeneHuu.

Clarity / MpoapayHocTe The product should be not more opalescent
than reference suspension I. / OnanecueHums

npenapata He AOIKHA NpeBbiaTh onaneclenumo | Complies / CooTeeTcTayeT
aTanoHa cpaBHenus |.

Color of solution / seTHocTh pacTBopa The product should be not more colored than
reference solution Y7. / Mpenapat gomxeH 6biTb
OKpalleH He Bonee UHTEHCUBHO, YeM 3TanoH Y7.

Complies / CooTBetcTayeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO MPOOYKTA

| PRODUCT/ NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3ansuH® cnpeil HazanbHbIA f03MpoBaHKLIN 22,5 MKr/go3a Poccus |

ARTICLE CODE / BHYTPEHHUI KO NPOOYKTA: 704534 BATCH Ne / MAPTWUA Ne /: 31505
 MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 11/2023 C.A/CEPTU®UKAT AHANN3A: 6533/23
ANALYTICAL PROC. N°: / MIPOTOKOI AHAIN3A Ne: SRAS-O9WACUG.4 EXP./ CPOK TOOHOCTW: 11/2026

| ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHWNK METOAOB AHANU3A: Normative documentation / Hopmatuenas
_AokymeHTaumsa M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUIW KO NPOLYKTA KNUEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKON CYBCTAHLUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLWK: 23080121

APl MANUFACTURER NAME /

 HAMMEHOBAHME MPOU3BOANTENA ®APMALIEBTUMECKON CYECTAHLMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /
CTPAHA NMPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenn Cneundomkaumn Peaynbrarthb!

Relative density (d 20/20) / OtHocuTensHan From 1.006 to 1.010/ Ot 1,006 a0 1,010 1,008
nnoTHocTb (d 20/20)
pH From5.5t06.5/0715,5 06,5 59
Osmolality / OcmonanbHoCTL From 270 to 330 mOsmol/ kg /

Ot 270 no 330 mOcmonb/kr 276 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %. Complies / CooTeeTcTBYET
Weight / CpeaHsas macca noabl u Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb Macchl 403bl +25 %.

Max. 2 from 10 doses >+25% from mean dose

weight.

But always <+ 35 % from mean dose weight. /
CpenHasa macca aoabl: 45 Mr+ 15 %.

OAHOPOAHOCTL MacChl JO3bl: CPEAHAR Macca A03bl
+25%.

He 6onee 2 n3 10 poa > £25 % OT cpeaHein macchl
[03bl.

Ho Bcerga <+ 35 % oT cpenHen macchbl [0O3bl.

Related Substances / PogcTBeHHbIe
npumecu

Impurity A (Hydrolysis product) / Mpumeck A
(MpoaykT rupponuvsa)

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / EguHnuHan

Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HengeHTudMUMpoBaHHas Nnpumecs
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonnuectBeHHoe onpegenexue T
Oxymetazoline hydrochloride / From 475 to 525 pug/mL of oxymetazoline 498 pg/mL
OxkcvmeTasonuHa rmapoxnopug hydrochloride/ Ot 475 po 525 mkr/mn

OKCUMeTa3onuHa rmapoxnopunaa.

Benzalkonium chloride / BenaankoHus From 45 to 55 pg/mL of benzalkonium chloride/ OT 50 pg/mL
xnopug, 45 po 55 mkr/mn 6eH3ankoHwsa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO MPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3ueuH® cnpeu Ha3anbHbIA 4O3MPOBaHHbIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOf NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31505
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2023 C.A /| CEPTUGUKAT AHAJNTU3A: 6533/23
ANALYTICAL PROC. N°: / NPOTOKON AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOHOCTHU: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UCTOYHUK METOOB AHAJNU3A: Normative documentation / HopmatueHaga
AokymedTaums N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KNUEHTA: 81775840

APl NAME / HAMMEHOBAHUWE ®APMALIEBTUMECKOW CYECTAHLNN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUA ®APMALUEBTUYECKOWN CYECTAHLIMU: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAMNTENS ®APMALIEBTUMECKOW CYBCTAHLIWNA: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUNA: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Crneundmkayum Pe3ynbrarhl
Microbial purity / Mukpo6uonoruydeckas 5 <1 CFU/ml
yucrtora Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / O6wiee He 6onee 10° KOE/mn
4NCNOo as3pobHbIX MUKPOOPTaHU3MOB
Total combined yeast and molds count 1 <1 CFU/ml
(TYMC) / ObLee 4ncno ApoXoKeBLIX U NeYmeE tha? 40} [ERU/milf
NnecHeBbIX rpuGos He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcteve B 1 Mn Absent / OtcyTcTRYIOT
Staphylococcus aureus Absence in 1 ml / OtcytcTane B 1 Mn Absent / OtcytcTaytoT
10ml (at least 143 doses / vial) in class IlI Complies / Cooteerctayer
Package / Ynakoska hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 Mn (He meHee 143 oa
BO chniakoHe) npenapata BO hnakoH KOPUYHEBOTO
crekna Il rugponutuyeckoro  knacca ¢
A03UPYIOLIMM YCTPOINCTBOM W3 MNONU3TUNEHa U
HepxaBelowen cTanu 1 3aLUTHOM KPbILWKON, Mo 1
(PnakoHy BMECTe C MHCTPYKLMEid NO MPUMEHEHNIO
B NaYKy KapTOHHY0.
Labeling / Mapkuposka According to Normative documentation. / B Complies / Cootaercrayer
COOTBETCTBIN C HOPMATUBHOM AOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / Mpun TemnepaTtype He Bhiwe 25°C,

Shelf life / Cpok rogHocTu: 3 years / 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTU3A FTOTOBOIO NPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpeil HazanbHbIN A03MPOBaHHLIN 22,5 mkr/no3a Poccua /

| ARTICLE CODE/ BHYTPEHHUM KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31505
MANUFACTURE DATE: / DATA U3FOTOBNEHWUA: 11/2023 C.A/ CEPTUOUKAT AHANWU3A: 6533/23
ANALYTICAL PROC. N°: / NPOTOKOM AHAJTU3A Ne: SRAS-OWACU6.4 EXP./ CPOK TOHOCTHW: 11/2026

| ANALYTICAL REFERENCE / PEQEPEHTHbIII MCTOUHUK METOLOB AHANM3A: Normative documentation / HopmaTueHas
AokymeHTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOfI NPOAYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHMWE ®APMALIEBTUYECKOW CYBECTAHLMMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBECTAHUNM: 23080121

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKON CYECTAHLMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA ®APMALIEBTUYECKON CYECTAHLUMUU: Germany

REMARKS / NpumeyaHne:
The Product conforms to ND/
MNpoaykT cooTBeTCTBYET TpeboBanuam H/l

BATCH REMARKS / Mpumeyvanue gna cepun:

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. / JauHbiM CBUAETENLCTBYIO, YTO AaHHAA NapTUS NpOBEPEHa B
COOTBETCTBMW C pa3pelleHMeM Ha MapKeTWHr u EBponeiickum pykoBOACTBOM MO Hajnexallel npov3sBoaCTBEHHON
npakTyKe ANA NeKapcTBEHHbIX NPOAYKTOB.

/ f?
ANALIST / Ananntuk DECISION / 3aknoueHue: AP@/\«QJQ v
. ]
Sonia Chainho RATE! Anvs: A /'-’/70 22
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO: \_e
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