SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOI O NMPOAYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBMH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUM KOJ MPOAYKTA: 704530 BATCH Ne / TAPTUA Ne /: 44983
MANUFACTURE DATE: / OATA U3rOTOBMEHWA: 07/2024 C.A/ CEPTU®UKAT AHATIU3A: 3844/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK FOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTtueHas
AokymeHTauus I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOZ NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®PAPMALIEBTUMECKOU CYECTAHLUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopua, MHH: OkcnmeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUYMECKOU CYBCTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUMECKOW CYBCTAHUUU NPOU3BOAUTENA
Mao: 23120292

API MANUFACTURER NAME / :
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanued MunaeH TmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPONIBOAUTENA PAPMALIEBTUMECKOW CYECTAHLUWWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudukauum PesynbTath!

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpospayHsbii
WM MOYTM MPO3pauqHblii  pacTBOp OT NOYTH
becueeTHOro Ao cnabo-xenToro UpeTa.

Complies /
CooTteeTcrBYET

Identity / MognuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopupn with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yoepxuBaHUS OCHOBHOrO nNuka Ha )
XpoMaTorpamMme WUCTLITYEMOro PacTBopa AOMKHO Complies /

COOTBETCTBOBATL BpEMEHMU yAEPXUBaHNS CooTBetcTByeT
OCHOBHOTO NWKa Ha Xpomarorpamme CTaHaapTHOro
pacTtsopa okcumeTasonuHa ruapoxnopuaa,
NONyYEHHOW NPU KONMYECTBEHHOM ONpeaeneHny.

Retention time of the main peak in the
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. / Bpems
yAepXuBaHus OCHOBHOIO nvka Ha Complies /

Xpomartorpamme WCrbITYeMOro pacTBopa AOMKHO CooteeTcTBYET
COOTBETCTBOBATL BPEMEHU yAEpXKUBaHUA
OCHOBHOIO nvka Ha Xpomarorpamme
CTaHAapTHOro pacreopa GeH3ankoHus xnopuaa,
NonNy4YeHHON Npu KONIMYECTBEHHOM ONpeaeneHny.

Benzalkonium chloride / BeH3ankoHus
xnopua
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUODUKAT AHATNIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOf NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44983
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 07/2024 C.A/CEPTU®UKAT AHAIU3A: 3844/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJIU3A Ne: SRAS-OWACNM.5 EXP./ CPOK TOAHOCTW: 06/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOOQOB AHAINM3A: Normative documentation / HopmatusHas
AokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKON CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUV NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLNK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTMYECKOW CYECTAHLUMW NPOU3BOAUTENSA
FA®: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLWUM: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanmed Munaen Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOWU CYBCTAHLUIWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Moka3saTenu Cneundurkauumn PesynbTarthl
Clarity / Npo3pa4yHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuna Complies /
npenapata He AOmkHa npeebIWaTh CooTaeTcTayeT
onanecleHuMio 3TanoHa cpaBHeHus  |/Boapl
OYULLEHHOWN.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomxeH 6biTh Complies /
GecuBeTHbIM MNWM  BblaepKuBaTb CpaBHEHUE C Coonaegcrs -
3TanoHom Y7. y
Relative density (d 20/20) / OTHOoCcuUTeNbHasn From 1.006 to 1.010/ Ot 1,006 go 1,010
nnoTtHocTk (d 20/20) 1,008
pH From5.5t06.5/07155p006,5
59
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 282
Relative impurities / PogcTBeHHble npuMecH
Impurity A (hydrolysis product) / Mpumece A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykt rugponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHuunas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUPUUMPOBaHHAs NPUMECh <LD
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
<LD
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ MPOAOYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 44983
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 07/2024 C.A/ CEPTU®UKAT AHAJIU3A: 3844/24
ANALYTICAL PROC. N°: / NIPOTOKOS AHAIU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TrOAHOCTW: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIX NICTOYHUK METOROB AHANWU3A: Normative documentation / HopmaTusHas
AokymeHTauusa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KO NPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOW CYECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTasonuHa rugpoxnopug, MHH: OkcumerasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLUMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYBCTAHLIMX NPOU3BOAUTENS
MNo: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemukanued MuHgeH ToX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKOW CYBCTAHUMWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum Pesynbrathl
Assay / KonuyecTBeHHOe onpefaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pyg/mL of oxymetazoline
OkcumeTasonuHa ruppoxnopug, hydrochloride/ Ot 92,5 ao 105 mkr/mn 99,5

OKCUMETa3ornunHa rnapoxnopuaa.

Benzalkonium chloride / BeHaankoHus X10pua From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn GeH3ankoHus xnopuaa 47
Microbial purity / Mukpo6uonoruyeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /
O6wee Yncno aspobHbix GakTepuin He Gonee 1 02 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10' CFU /ml/
(TYMC)/ OBLyee 4ncno apodoKeBbIX 1 1
MFIECHEBbIX TPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBue B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBnH® kannu Ha3anbHble 0,01% Poccusn /

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44983
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 07/2024 C.A/ CEPTUOUKAT AHANU3A: 3844/24
ANALYTICAL PROC. N°: / TIPOTOKON AHATIU3A Ne: SRAS-9WACNM.5 EXP./ CPOK FOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOQOB AHAMNWU3A: Normative documentation / HopmaTtusHasa
Aokymentaums [1N012964/01-2405623

CUSTOMER INTERNAL CODE / BHYTPEHHWU KOL, NMPOAYKTA KIMUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLIUKA, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumerasonuxa ruapoxnopua, MHH: OxcumeTtazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOU3BOAUTENS ®APMALEBTUYECKOWN CYECTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKON CYECTAHLMMN NPOU3BOAVUTENSA
ro®: 23120292

API MANUFACTURER NAME / .
HAWMEHOBAHUE NPOU3BOAUTENSA ®APMALIEBTUYECKOMW CYBECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcbpun PapmaXemvkanued MungeH Mmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOWU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWWU: Germany / M'epmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundunkaumm Pesynbratbl

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 npenapata BO (priakoH TEMHOrO
cTekna C HaBWHYMBaAEeMOW MOMMNPONMIIEHOBOM Complies /
KPbILLKOW CO BCTPOEHHOW NMUMNETKON U3 cTekna tuna CooTtBeTcTBYET
3 (EBp. @.) u 6pomByTUNKayUyKa.
Mo 1 chnakory ¢ MHCTPYKLMel Mo
NMPUMEHEHMIO B NAYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOMN Complies /
OOKyMeHTaumen. CooTtBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bblilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 ropa (-1 mecsiu)

REMARKS / NpumMmeyaHnue:
The Product conforms to ND/
MNMpoaykT cooTtBeTcTBYET TpeGoBaHUAM HL
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUWA KOl NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44983
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 07/2024 C.A | CEPTUDUKAT AHAINU3A: 3844/24
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-O9WACNM.5 EXP. / CPOK FOAHOCTMU: 06/2027

ANALYTICAL REFERENCE / PEDEPEHTHbLI UICTOYHUK METOAOB AHAJU3A: Normative documentation / HopmaTtusHas
noxkymenTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO3 NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcuMeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPVIN MPON3BOANTENA ®APMALIEBTUMECKOU CYBCTAHLIMM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLUN NPOU3BOAUTENS
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
Surcbpua PapmaXemukanueH MungeH M'mbeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAWUTENA ®APMALIEBTUMECKOU CYECTAHLIMU: Germany / F'epmanus

BATCH REMARKS / NpumeyvaHune Ans 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. / [laHHbIM CBMAETENbLCTBYIO, YTO AaHHAA NapTua NpoBepeHa B
COOTBETCTBUM C Pa3pelleHNeM Ha MapKeTuHr U EBpOnefickuM PYKOBOACTBOM MO Haanexaweih npovssoACTBEHHOWR
npakTuke AN NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:
Sonia Chainho DECISION / 3aknio4yeHue

QUALIFIED PERSON Iéraer TBEHHOE nuuo\(/Z\

DATE/flata: ) 3/OF

M. Inés Ribeiro
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