SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINU3A FOTOBOIO NPOLYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBna® kannu HasanbHbie 0,025% Poccusi/

ARTICLE CODE / BHYTPEHHWUA KO NPOAYKTA: 704531 BATCH Ne / fTAPTW# Ne /: 56199
MANUFACTURE DATE: / ATA U3rOTOBNEMWA: 10/2025 C.A/CEPTUDUKAT AHANWU3A: 5138/25
ANALYTICAL PROC. N° / NPOTOKOI AHANU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOAHOCTH: 09/2028

ANALYTICAL REFERENCE [ PEQEPEHTHbLIN MCTOYHUK METONOB AHANW3A: Normative documentation / HopmaTtesHag
AokymeHTauna [T N0O12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOLYKTA KIMEHTA: 81775838

APl NAME, INN f HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxkcumeTaszonuHa ruapoxnopua, MHH: Okcumerazonuu:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUN NPOUIBOANTENA GAPMALIEBTUYECKOWU CYBCTAHLIMIA:
24272100

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUA ©APMALIEBTUYECKOW CYBCTAHLIMKU NPOU3BOJWUTENA
rA®: 25070151

APl MANUFACTURER NAME / .

HAMMEHOBAHUWUE NPOU3BOONTENA OAPMALEBTUYECKOWN CYBCTAHLIWMWK: Siegfried PharmaChemikalien Minden GmbH /
Surdhpuy CapmaXemukanmerd Murped MwaXx

COUNTRY OF MANUFACTURE OF THE APL/

CTPAHA NPOW3BOOUTENSR ®PAPMALEBTWYECKOW CYBCTAHLIMK: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Creuntburayum PeayneTatsl
Description/ Onucanue Transparent or almost transparent, from a nearly

cotorless to slightly yellow solution. / Npospaudeitn | Complies / CooTeetcrayeT
WA NQYTH  MPO3PauHblil  pacTBOp OT  MQYTH
BecuseTHOro A0 cnabo-KenToro UseTa.

Identity/ MoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumerasonuHa ruppoxnopuy with retention time of the main peak in the

chromategram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooteetcrayeT
Bpemsa yoepwuBaHMa  OCHOBHOIO Muka Ha
Xpomartorpamme MCnelTYeMOFS pacTsopa SONKHO
COOTBETCTBOBATL BpemMeHi yAepHnsaHus

OCHOBHOTQ nuka Ha XpoMartorpamme
craHhapTHore pacresopa OKCMMETA30NWHA
rugpoxnopuaa, NOAYYEHHOR npu

KONU4eCTBeHHOM OnpedeneHun,

Benzatkonium chloride / Beuzankonun Retenticn time of the main peak in the
xnopup, chromatogram of the test sclution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems | Complies/ CooTBercrayer
YAEDRUBHWS OCHOBHOIO MiKa Ha XpomMartorpamme
WCNBITYEMOrO PacTBOPE A0MKHO COOTBETCTROBATL
BPEMEHU YASPHKUBAHWMA OCHOBHOMO Nwka Ha
xpomarorpaMme CTangapTHOro pacTeopa
BEH3aNKOHNA  XNopWaa,  NOAYYEHHOR  Npw
KOSA|HECTBEHHOM ORPEAENeHUN.

Clarity / Npospa4HocTh The opalescence of the product should not exceed
the opalescence of the reference
suspension i/purified water. / OnanecueHumns Complies / CooTBeTCTBYET

npenapara HE AOMKHA NPEeBLILWATL
onanecueHUMX  3TancHa cpaBHeHus  1/BOGL
QUMEJEHHOK.
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INDUSTRIA QUEMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIU3A TOTOBOTO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu HazanbHhbte 0,025% Poceus /

ARTICLE CODE / BHYTPEHHWIA KO NPONIYKTA: 704531

BATCH Ne / TAPTKUA Ne /: 56199

MANUFACTURE DATE: / DATA W3rOTOBREHUA: 10/2025

C.A/CEPTUDUKAT AHAIWU3A: 5138/25

ANALYTICAL PROC. N° / TPOTOKON AHAJTM3A Ne: SRAS-O9WACRV.3

EXP./CPOK I'OGAHOCTIN: 09/2028

ANALYTICAL REFERENCE / PEDPEPEHTHbLIN MCTOYHWK METOAOB AHAJNTU3A: Normative documentation [ HopmaTtusHas

goxymeHrayna [ N0129684/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWIA KOR NPORYKTA KINMEHTA: 81775838

APl NAME, INN / HAUMEHOBAHUE ©APMALIEEBTUMECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerazonuHa rugpoxnopug, MHH: OkcumeTasonun:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUWY AIPOU3BOOWNTENA ®APMALIEBTUYMECKOW CYECTAHLINN:

24272100

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®PAPMALIEBTUHECKOW CYECTAHLIMKN APOU3BOONTENRA

Frid: 25070151

API MANUFACTURER NAME /

HAUMEHOBAHMUE MNPOWU3BOANTENS ©APMALIEBTUHECKOW CYBCTAHLIAN: Siegfried PharmaChemikalien Minden Gmbk /

3urchpus ®apmaXemukanuer Munaen FmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOANTENA GAPMALIEBTUHECKOW CYBCTAHLIMK: Germany / [epmatus

TESTS
Mokasarenu

SPECIFICATIONS
Cneunduraumm

RESULTS
Peaynerarhl

Color / LlgernocTn

The preduct should be colorless or be comparabie
to raference solution Yz, / flpenapat gorkes ObiTb
BecuperHbIM WY BbIASPKUBATL CPaBHEHWE C
3TANOHOM Y7.

Complies / CooTBeTrcTayer

Relative density (d 20/20) / OtdocuTensHan From 1.006 to 1.010/ O1 1,006 go 1,010 1,007

nroTHocTk {d 20/20)

pH From55t065/07155806,5 6,0

Osmolality / CemonsiibHOCTB From 270 to 330 mOsmolkg / Ot 270 go 330 286
mOCMONBIKT

Relative impurities / PoacTReHHbie npuMecH

Impurity A (hydrolysis product}/ Npumecs A Not more than 0.5 % / He Gonee 0,5 % <LD

{npoayxr rmaponusa)

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / Me Bonee 0,5 % <LD

Individual unidentified impurity / EquHnysas Not more than 0.1 % / He Bonee 0,1 % <LD

HeMAEHTUDULMPOBaHHARA NPUMECH

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD

Assay [ KonnvecTBeHHoe onpeeredve

Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline

QKCUMETAa30MNMHA rESPOXIIOPWLL hydrochioride/ Ot 237,5 no 262,5 mkr/mn 2472
CKCUMETA3ONKHE MAPOXopUaa.

Benzalkonium chloride / BeHaankoHns xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46

45 10 55 mKr/mn OeH3IaNKoHWA Xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A FOTOBOIO NPOAOYKTA

PRODUCT / NPORYKT: Nasivin Nasal Drops 0.025 % Russia / Hazuanu® kannu HaszanoHblie 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHWIA KO NPOLOYKTA: 704531 BATCH Ne / NAPTWA Ne /: 56189
MANUFACTURE DATE: | AATA U3rOTOBREHWSA: 10/2025 C.A/CEPTU®UKAT AHANWU3A: 5138/25
ANALYTICAL PROC. N% / NIPOTOKON AHAFIN3A Ne: SRAS-QWACRV.3 EXP./ CPOK rOQHOCTK: 09/2028

ANALYTICAL REFERENCE / PEGEPEHTHbLIM WCTOYHUK METOOOB AHAJITM3A: Normative documentation / HopmaTtusHas
gokymentagus [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWWA KOf NPOSYKTA KNUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOK CYBCTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerasonunHa rugpoxnopug, MHH: OkcumeTazonunu:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWK MPOU3BOAWTENA GAPMALIEBTUYECKOW CYBCTAHLIUN:
24272100

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPWUY G APMALIEBTUMECKOW CYECTAHLIWW NPOU3BOAWNTENA
FNd: 25070151

APl MANUFACTURER NAME / )
HAUMMEHOBAHUE MNPOWN3BOONTENA PAPMALIEBTUYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanues Musned MTmoxX

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPON3BOAUTENS GAPMALIEBTUMECKOW CYBCTAHLIMW: Germany / lepmarus

TESTS SPECIFICATIONS RESULTS
Nokazarenn Creundbykaumn Pezynerarsl
Microbial purity / MukpoGuonornyeckasn
YUCTOTA
Total aerobic microbia! count (TAMC)/ Not more than 10° CFU / mi/ <1CFU/ml

Obuiee uicno aspobHbix Bakrepui He Gonee 10° KOE/m

Total combined yeast and molds count (TYMC) / Not more than 10 CEU /ml / <1 CFU/ml
OBbulee UMCNO APOKKEBLIX U MAISCHEBBIX rpubos He Bonee 10" KOE/un

Pseudomonas aeruginosa Absence in 1 ml/ Otcyrctave 8 1 mn Absent/ OTcyTCTBYIOT
Staphylococcus aureus Absence in 1 ml/ OrcyteTere 8 1 Mn Absent / OrcyTcTBYIOT
Package / Ynakoeka 10 mL in an amber glass hottie with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.} and bromobutyl rubber.

1 bhottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta 8o ¢nakoH TEMHOIQ
cTekla ¢ HaBWHYMBAEMOW MONMMPONUNSHOBOR
KPLILLKOW CO BCTPOEHHOW rnuneTkol ua ctekna twra | Complies / CooTtBeTCTBYET
3 {Esp. ¢.} u HpombyTunKayyyka.
Mo 1 hnakoHy ¢ MHCTPYKUMWEHR No
APUMEHEHUWIO B NAYKY KADTOHHYID,

Labeling / MapkupoBka According to Nermative documentation. / B
COOTBETCTBUU G HOPMATUBHOW
AoKyMeHTaumen. Complies / CooTeercrayer
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHARU3A TOTOBOIO MNPOLYKTA

PRODUCT / MTPCAOYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu Hasanekbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOQ NPOAYKTA: 704531 BATCH Ne / NNAPTHHA Ne /: 56199
MANUFACTURE DATE: / OATA U3TOTOBNEHWA: 10/2025 C.A/ CEPTUDUKAT AHAJTASA: 5138/25
ANALYTICAL PROC. N° / NMPOTOKON AHAITM3A Ne: SRAS-GWACRV.3 EXP./ CPOK TOAHOCTHK: 09/2028

ANALYTICAL REFERENCE / PEDEPEHTHbLIN MCTOYHWUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
gokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO[ NPOIAYKTA KITMEHTA: 81775838

AP! NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLWK, MHH: Oxymetazoline Hydrochioride, INN:
Oxymetazotine / Okcumerazonuna ruapoxnopug, MHH: Okcumetasonun:

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOWU3BOAUTENS GAPMALIEBTUYECKON CYBCTAHLUMN:
24272100

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUIt ®APMALIEBTU4ECKOW CYBCTAHLIMK NPOU3BOLUTENA
rmaod: 25070151

API MANUFACTURER NAME /

HAUMEHOBAHWE NTPOU3BOANTENA DAPMALIERTUYECKON CYECTAHLIAN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpug PapmaXemukariven Munged MTvbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOLAUTENA OAPMALIEBTHYECKOW CYBCTAHUMW: Germany / l'epmatns

TESTS SPECIFICATIONS RESULTS
NoxkasaTenwn Creuudbruraumm PezyneTath:

Storage / Xpauenne: At temperature below 25°C. / flpw TemnepaType He Bolwe 25°C.

Shelf life / Cpok roanocTy: 3 years (-1 month) / 3 roga (- 1 mecsau)

REMARKS / [fpumevanne:
The Product conforms to ND/
Mpoaykr cooTeeTcTRYET TReGoBaHNAM HLY

BATCH REMARKS / Mpumevanue AnA 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. / [aHHbIM CBWASTEMLCTBYHY, YTO LaHHas NapTua BPOBEpEeHa B
COOTBETCTBMW C pa3spelleHMeMm Ha MapkeTwHr u EBponefickum DYKOBOACTEOM NO Hagnexawefl nNpou3BCACTBEHHON
NPAaKTUKE SNA NEKARCTBEHHbLIX NPCAYKTOR.

ANALIST / AHanuTuk: DECISION / SaKmo'-leHue \//{‘T s (/a g
Sonia Chainho DATE / Hara: | 5 s ¥
M. Inés Ribeiro QUALIFIED PERSON / OrseTcrBeHHOE NNLO:
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