FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDMKAT AHATIM3A rOTOBOIO INPOAYKTA

PRODUCTI m:onym- Nasivin Nasal Drops 0.025 % Russia / Haauanu@ Kannu uasanbuble 0 025% Poccuﬂf

ART!CLE CODE I BHVTF‘EHHMW KOﬂ HPO.QVKTA' 704-531 BATCH Ne IHAPTMH NOI 30382 ;
MANUFACTURE DAT::. HJATA MBFOTOBHEHHS 0512023 C. A / CEPTMCDHKAT AHAHV[BA 3069!23 ii
ANALYT&CAL PROC. N" [ TPOTOKON AHAHMBA Ne: SRAS QWACRV.Z EXP. fCPOK FOI.KHDCTH' 0512026

ANALYTICAL REFERENCE [ PEQEPEHTHbIW UCTOURMK METONOB AHANU3A: Normative documentation / “Hopnvatuanas
gokyMeHTaumn [TN012964/01-221221 |

CUSTOMER INTERNAL CODE / BHYTPEHHMM KonA HPO,HYKTA KNUEHTA: 81 ?75838

APl NAME  HAUMEHOBAHUE mAPMAL{EBTW‘iECKOH CYBCTAHLWI: Oxymetazallne Hydmch{orrde
API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUUECKOU CYBCTAHLNA: 22100367

'API MANUFACTURER NAME / . ) ;
| HAMMEHOBAHVE TPOUSBOANTENSA GAPMALIEBTUECKO! CYBCTAHUMM; Steafried PharmaChemikallen Minden

COUNTRY OF MANUFACTURE OF THE API / )
CTPAHA [PON3BOLUTENS @APMALEBTUHECKOH CYBCTAHUMM: Germany

TESTS SPECIFICATIONS RESULTS
MNokasareny Creuudmkaimn PesynbraTst
'Des-c;riptionl Onucanne Transparent or almost transparent, from a neary ]

colorless ta slightly yeliow solution. / Mpoapaunbii

UnW NouTH NpPO3paYHLIfi  PacTeop OT  NONTW Complies / Coorsercrayer
GecuseTHoro Ao cnabo-kenToro YseTa,

“Tdentity/ MognunHocTs o Retention time of the main peak in the 7
Oxymetazoline hydrochlorida / chromatogram of the test solution should comp[y
OxkcumeTazonuHa ruapoxnopus with retention time of the main pesk in the

chromatogram of oxymetazoline hydrochioride
standard solution obtained in the Assay test. / | Complies/ Coorsercrayer
HpemMR ypepKUBEHWA OCHOBHOTO fvka Ha
XPOMATOrPAMME UCMbITYEMOTO PACTBORa A0MKHO
COOTBETCTROBATH BOEMEHU  YOEPMUBAHUS

OCHOBHOIO nvKa Ha Xpomarorpamme
CTasAapTHoro pacteopa oKkcumMeTasonmHa
ruapoxiiopuaa, NoRyYeHHOM npu

KONUYECTBERHOM ONpeeneHni.

Benzalkontium chloride / BexaankoHus Retention time of the main peak in the
X10puA, chromatogram of the test solution should compiy
with retention time of the main pesk in the
chromatagram of benzalkonium chloride standard Complies / CoorseTcrayer
solution obtained in the Assay fest. / Bpems
YAGHMEAHNA OCHOBHOTO NIKA HA XPOMaTorpamMme
WUCAbITYEMOrC pacTaopa A0MKHO COOTRETCTROBETE
BPEMEHW YAEDWWBEHWS OCHOBHOIC nNWKa Ha
Xpomarorpamme CTaHAapTHOro pacreopa
GeHaankoHus  Xnopuga,  NORYYEHHOW  rApu
KOAWYECTBEHHOM ONpeaeneHnt.

" Clarlty / lpoapaunocrs The opalescence of the product should not exceed )
the opalescence of the reference
suspenslon l/purified water. / OnanecueHums Complies / Cootsercrayer

npenapara He AOMMHE NpesLILaTh
onanecuenuUuio  3taroHa cpaBHeHus  l/Bogbi
e ] '+ QuMLLEHHON,
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A NOTOBOTO NPOOYKTA

PRDDUCT/ nPO}.’lYKT Nasivin Nasal Drops 0. 025 Ya Russxa ! HasuBun® kansiu Hazanbabgﬂ 025

% F’occuﬂ !

| ARTICLE CODE / BHYTPEHHMM KOZ MPOLYKTA: 704531 BA?CH Ne MAPTUSE Ne /- 30382
'MANUFACTURE DATE: / IATA MarOTOBNEHNS: ustzozs CA/ CEPTMQHKAT AHANV3A:3069/23
ANALYTICAL PROC. N°: { [TPOTOKOIT AHASM3A Na: SRAS-OWACRV.2 EXP. / CPOK FOLHOGCTH: 05/2026 T

ANALYTICAL REFERENCE / PEGEPEHTHBIM NCTOYHMK METOLOB AHAMA3A: Normative documentation s Hopmarushas
nokymewtaynsg [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW Kof NPOOYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHUWE GAPMALIEBTHYECKOW CYBCTAHLMMK: Oxymetazollne Hydroch!nnde
API BATCH NUMBER / HOMEP 'CEPUM PAPMALEBTUYECKOM CYBCTAHLIUM: 22100367 T

API MANUFACTURER NAMET

HANMEHOBAHWE NPOUSBONUTENS ®PAPMALIEBTUYECKONA CYBCTAHLIMM: Slegfried PharmaGhemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /
CTRAHA NPOU3BO/MTEINA ®APMALERTUHECKOH CYBCTAHLMMU: Germany

TESTS SPECIFICATIONS RESULTS
Nokasareny Creundukauumn Paaynbrarit

Color { UgeTtHocTe ~ The product should be colorless or be comparable | T - T
fo reference solution Y7. / Npenapart gonmen Boits
BecuseTHbiM WM BoiEPXMBETL CpaBHeHWE ¢ Complies / Cooreetcrayer
aTanoHom Y.

Relative density (d 20/20) / OtHocHTenbHAR | From 1.006 to 1.070 7 OT 1,006 go 1,010 T

nnotHocTh (d 20/20) 1.006

pH = | From5.5106.5/0r55006,5 G - -

5.8

Osmolality / OcmonsnetocTs i From 270 to 330 mOsh‘ToE!kg [ Ot 270 po 330 - -
mMOcMonb/Kkr 282

Relative impurities / PopcTaennsie npuvecn T - o

Impurity A (hydrolysis product) / IMpumecs A Not more than 0.5 % / He Gonee 0,5 % < Detaction Limit

(npogykT Maponuaa) ' o

Impurity ZP-1 { Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % < Detection Limit

Individual unidentified impurity / EauHuunan Not more than 0.1 % / He 6onee 0,1 % < Detection Limit

HenageHTWDKLVPOBaHHAR NPUMECs

Total impurities/ Cymma npuiviecei , Notmore than 1.2 % / He Gonee 1,2 % < Detection Limit

| Assay/KonusecraeHHoe onpesenetue T B i i

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

OKcnmeTaaonuHa ruapoxnopus hydrochloride/ Ot 2375 ao 262,5 mkrivn 2421
OKCHMMETE30IWHA rMOPOXNOPHAE.

Benzalkonium chloride / Bexaankouns xnopug From 45 to 55 pg/mL of benzalkonium chloride/ O 48 i
45 1o 55 mkr/vin GenzankoHun xnopuaa
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDKUKAT AHATI3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russta / Haaaaun@ xannu Ha3inbHbig 0, 025% Poccun! !

ARTICLE CODE/ BHYTPEHHMM KO,E{ HPO,EIYKTA 704531 BATCH E\i" H ﬁAFTlflf{ NE I 30332
| MANUFACTURE DATE: I.EATA M3I"OTOBHEHMFI 05I2023 C AI CEPTM!DHKAT AHAJ'MSA 3069123
ANALYTICAL PROC. N / TPOTOKON AHAI'EMBA Ne: SRAS 8WACRV. 2 EXP. !CPOK TO,[EHOCTH 05/2026

TANALYTICAL REFERENGCE / PEQEPEHTHbBIW UCTOMHUK METOOOB AHATNW3A: Normative documentation / HopmatusHan
- nokymeHTaums [T NG12864/01 -221221_ . f

CUSTOMER INTERNAL CODE 1' BHYTPEHHMM KD}J, FIPOJJ,YKTA KHMEHTA 81775838 i

APl NAME | HAUMEHOBAHMWE ¢APMAHEBTW€ECKOIA CYECTAHLlVJM Oxymatamline Hydrochtoride
API BATCH NUMBER / HOMEP CEPUY GAPMALIEBTUYECKOM CYBCTARLA: 22100367 T T

APl MANUFACTURER NAME [
| HAUMEHOBAHUE NPOU3BOANTENS ®APMALEBTUYECKOH CYSCTAHLIMU: Siegfried PharmaChemikalien Minden
\ COUNTRY OF MANUFACTURE OF THE AP / I —
CTPAHA POVIROAUTENS OAPMALIEBTUYECKON CYBCTAHLIAN: Germany

TESTS SPECIFICATIONS RESULTS
Moka3arenu Creundvikayuu Pasynkrarte
Microblal purity / MukpoBuonorudeckan ) T - T
| yucToTa
Total aerobic microbial count (TAMC) / Not mote than 10° CFU /ml/ <1CFU /! ml

OBwee uncno aspobHsix BakTepuii

He Gonee 10° KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU / mi / <1 CFU/ml
Q6lLee YCNC APONIKEBLIX W [NECHEBBIX rpuBas M Basiea 0] KOE/mn

Pseudormornias aeruginosa Absence in 1 ml/ Orcytereue 8 1 M Absant/ Orcyrerayior
Staphylococeus aureus Absence in 1 ml/ OreyTeTeue 8 1 mn Absent/ Orcyretsyior
Package [ Ynaxoska - o 10 mL in an amber glass boltle 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 dAakoH TeMHOrQ
CTekna ¢ HABUHYMBASMOW MONMUNPONUNEHoBOk Complies / Coorsetcrayer
primxoﬁ €O BCTPOEHHOM NUNETKGH 13 crekna TMna '
3 (Esp. @.) u BpomByTunkayqyxa.
[No 1 dinakany ¢ uscTpykumeit no
NPUMEHEHNIO B Nauky KapTOHHYO,
Labeling / Mapxuposka According to Normative documentation 7 B T - 7
COOYBETCTBUM C HOPMATUBHON

AOKYMEHTAUWEN, Complies / Coorsetcrayer

Storage [ Xpaneue: At temperatire below 25°C. / Flpu TemnepaType He ssiwe 25°C,

Shelf life / Cpox roaHocT: 3 years / 3 roaa
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INDUSTRIA QUISICA E FARMACEUTICA, S4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIU3A rOTOBOIO MPOOYKTA

PRODUGT! nPOJ:I.YKT Nasivin Nasal Drops 0.025 % Rusma / Hasusw@ Kanmnu Hasanbnble e 0 025% Poccuﬂ!

ART?GLE CODE/BHYTPEHHMM KO.[} HPOQVKTA ?{}4531 BATCH Ne / HAPTMH Ne /: 30382 -
MANUFACTURE DATE .",EIATA MSFOTOBHEHP‘IF! 051’2023 CA/J CEPTVICDH[{AT AHAHHI%A 3069)23
ANALYTICAL PRDC N/ HPOTOKOH AHAI‘IMQA Ne: SRAS—QWACRV 2 EXP, ICPOK I"OQHOCTM OSI2026

ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYRMK METOR METOOB AHANU3A: Normative doot documentation 7 HopmamsHaﬂ

Aokymerraius [1N012964/01-221221
CUSTOMER INTERNAL GODE / BHYTPEHHMH KO,E{ MPOLYKTA }CE'IV[EHTA 81775838

API NAME / HAMMEHOBAHME ‘BAPMAUEBTW{ECKDVJ CYBCTAHL{MK: Oxymetazoline Hydmchforide
| AP} BATCH NUMBER [ HOMEP CEPWUM ®APMALIEBTHYECKON CYBCTAHLWM: 22100367

API MANUFAC 1URER NAME 7

HAMMEHOBAHUE NPOW3BOAWTENSA DAPMALI BTUMECKOR CYBCTAHLMH: Siogfried PharmaChemikallen M
COUNTRY OF MANUFACTURE OF THE AP}/

_CTPAHA NPOW3BOUTENS DAPMALEBTUYECKOH CYBCTAHUMM: Germany_

inden

"REMARKS / MpumeuaHme:
The Product conforms to ND/
Mpogyxt coaTeeTcTayeT Tpebosansm HJ

'BATCH REMARKS / Tipimetanwe ana cepmm:

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 CBMAETENLCTBYIO, YTO AaHHas nMapTus NposepeHa g
COOTBETCTBUW © palpelleHuem Ha MapkeTvHr W EsponelickiM pykosoacTeomM no Hagnexaweld npovssogcTeeHHol

NPaKkTUKE A1 NEeKapcTBeHHbLIX NPoAYKTOB.

- — B R — ey

ANALIST / Aranurui: DECISION [ 3axmovetne: ¢ .){; LA h
Alexandre Bento - o Tias L
Jo3o Melo DATE/ Hara: A

| QUALIFIED PERSON / OrueTcrisenHoe muuos
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