Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoaykr: Amepeaii TadaeTiI, NOKPLITHIE TIEHOYHOF o6onoykoi, 5 Mr

Junenzns No

Market / Poivoxk : Russia / Poccus

Batch No. / ] Batch Quantity / _ 1040300 tab / —
Cepusn Ne mEZS0S00D Pasniep cepin 1040300 Tab

Analytical Repourt No./ + 890001801930 pate of Analysis / . 31/03/2025

AnanuTHYecKHii oTuet No Jlata ananuza

]?ate of Manufacture / : 01/02/2025 Date of Expiry / . 31/01/2028

Jata nponssoacrea T'oaen g0 - -
Mfg. License No. /

lpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)

Analysis performed according ND No / Ananus HPOBEACH MO
[ITE-No(001333)-(PT-RU) ot 15.11.23

Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page1of6/Crp.1u36

Ne Test / IlokazaTean

Result / Pezym,TaT_bl

Specification / Hopma

1 | Appearance / Onucanue

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / Opasbible
JBOSIKOBBIYKJIbIE Tabnerku,
NOKPBITBIE [JIEHOYHOH 000N0YKOi
Oenoro uBera, ¢ OAHON CTOPOHBI
rnajkie, Ha Jpyroéf  cTopoHe
rpasuposka «R 5». Ha nonepeunom
paspese siapo 6eroro usera.

Oval, biconvex, white to off-white, film-coated |
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBanbHbIE IBOSIKOBBINYKJIbIE
TabNETKH, MOKPBIThIE MIIEHOUHOH 060/104KOl
Genoro mnu moutu 6en0ro LBETa, ¢ OAHOM
CTOPOHBI TJaAKHE, HA JOPYrodl CTOpoHe
rpaBuposka «R 5». Ha monepeuHoM paspese
AAPO OT 6esoro 10 MouTH GENOro LBeTa.

2 | Identification
Levocetirizine/
Hpentudukanus
JleBoueTHpHU3NH

Complies as prescribed /
CootBeTcTBYET TpeGoBaHUAM

| The retention time of the main peak in the

chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpemst ymepxupaHus
OCHOBHOIO  NHKa Ha  XpoMarorpamme
HCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBAaTb  BPEMEHU  YAEPKUBAHHS
OCHOBHOTO NTHKa Ha XpOMaTOrpaMMe pacTBopa
CTaHAapTHOro obpasla JeBOUETHPH3KHHA
auruapoxnopuaa (paspen «KonuwuecrsenHoe

OMpeJiesieHue»).

Remarks : The Product confirms to ND/
Ipumeuanne: [lponykt coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Jara:

Prepared by / [P Checked by /,_ Il Approved by: Manager/Executive /
IloaroroeneHo: i C [Tposepengy N \ = ) Opnobpeno: Menemxep / PykoBoautens
pVAD) gt 5
“Date / Date / 3703 e

Date / I
31— 2034 Jara: 2N ~03-~2024~

Jara:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOUMKAT AHAJM3A

[Product : Allerway film-coated tablets 5 mg
Hpoxysr: Annepeait raduerin, NOKPLITEIC JIEHOYHOH 000104KOIl, 5 MI

Market / Poinox : Russia / Poccus

Batch No. / . 'Batch Quantity / 1040300 tab /

Cepun Ne . Pasmep cepun " 1040300 Ta6 - ]
Analytical Repo“rt No./ : 890001801930 ]I)at_e of Analysis / . 31/03/2025

AHAJUTHYeCKH T oTyeT No Jara ananuza -
]?ate of Manufact_ure/ . 01/02/2025 Date of Expiry / . 31/01/2028

Hara nponssoacrea Topen no -

Mfg. License No. /

IMpoussoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Jiruensus Ne

Analysis performed according ND No / Anaaus npoBeacH o Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JTI-Ne(001333)-(PT-RU) ot 15.11.23

Page2of 6/ Ctp.2 u3 6

3 | Average weight / 134.64 mg / 134,64 mr | 133.25 mg + 4% (between 127.92 and 138.58
Cpennsas macca mg) /
133,25 Mr +4 % (or 127,92 no 138,58 Mr)
4 | Disintegration / 4 min / 4 Mux Not more than 15 min / He 6onee 15 Muu
Pacnagaemocthb
5 | Dissolution / PacrBopenue Unit-1/ Ta6n.-1 L 99% NLT 80% (Q) of label claim of levocetirizine
- —| dihydrochloride after 20 min. / He meuee 80
N )
| 2V Naoio2 9% | % (Q) or HOMHHaNBHOTO coAepKaHus
Unit-3 / Ta6n.-3 97 % JIEBOLETHPU3HHA AWUTUApoxIopua yepes 20
Unit-4/Ta6n-4 | 95% | "%
Unit-5 / Tabn.-5 95%
Unit-6 /-Ta6n.-6 | 96 %
6 | Related Substances / PoacrBeHHbIe npHMeCcH o B
Impurity A / [Ipumecs A Not detected / He 0OHapy»xeHa Not more than 0.4 % / He 6onee 0,4 %
i Not than 0.4 % / He Gonee 0,4 % |
Impurity B/ [pumecs B Below LOQ (LOQ = 0.008 %) / ot more than 0 )
Huxe npenena KonHYeCTBEHHOrO
onpenenenus (ITKO = 0,008 %)
Impurity c/ [pumecs C o
Not detected / He oGnapyiena Not more than 0.4 % / He Gonee 0,4 %
R I I
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM H/J 3akmwouyenue: OJJOBPEHO
Prepared by / o Checked by / Approved by: Manager/Executive /
ITonrorosnexo: }Z.WC Hpuac]m.;ig‘ q‘]le%,__o Onobpeno: Menenxep /SE(OBonnTenb
Date / ~—1 Date / ) B Date / 3 -p3 L
Jara: S 10 <02y Jara: 32)-02~0phe— | lara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoayrkr: Annepraii TabierTikn, NOKPEITLIE NICHOUHONH 060NOUKON. 5 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab / 1
Cepus Ne P | Pasmep cepun 1040300 Ta6

Analytical Repourt No./ . 890001801930 Date of Analysis / . 31/03/2025

AHasuTuyeckuii oTyer Ne JlaTa aHanu3a B

Da_te of Manufacture/ . 01/02/2025 Date of Expiry / . 31/01/2028

| dara nponssoacrea B Toaeu no -

Mfg. License No. /

IMpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)

ez N

JHT-Ne(001333)~«(PT-RL1) o1 15.11.23

|
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 6/ Crp.3u36

'Impurity D / TIpumecs D

Impurity E / TTpumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlro6as enuHn4Has
HEWAECHTUPHLMPOBAHHAS
npUMech

Total impurities /
Cymma npumeceit

Below LOQ (LOQ = 0.004 %) /
Hwxke npefena Kojau4ecTBEHHOro
onpegenenust ([TKO = 0,004 %)

0.03%/0,03%

Below LOD (LOD 0.014%) /
Hwxe npenena obuapyxenus (IO =
0,014 %)

0.10%/0,10%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauun (I1P =0,05 %)

0.1%/0,1 %

Chiral purity / Xupajabhan
YHCTOTA

Not detected / ne obHapyxeua

Not more than 0.4 % / He 6onee 0,4 % ]

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He Gornee 0,4 %

Not more than 0.30 % / He Gonee 0,30 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 1.5 %/ He 6onee 1,5 %

S-isomer — not more than 1.5% /

S-uzomep — He Bonee 1,5 %

Remarks : The Product confirms to ND/
IIpameyanne: [TpoayxT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosnexo: k(% I[TposepeHo: (C?;\\ - Onobpeno: Menemxep / PykoBoautens
Date / 3l Doly Date / , Date / 3; 3 %S
Jara: Jara: F1~03-202¢— | Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Hpoaywr: Annepeaii TaGheri, NUKPLITLHIE NeHOYHOH obonoukoii. 5 Mr

Market / PbiHoK

: Russia / Poccus

Hara nponzsoacrea

Mifg. License No. /
TMpoussoacTBeHHAA
anueHsunsa Ne

: 59/RR/AP/97/F/R

Batch No. / _ |Batch Quantity / 1040300 tab /
| Cepnst Ne R CZRIBEI - Pasniep cepun " 1040300 Ta6 - o
Analytical Repovrt No./ . 890001801930 Da.te of Analysis / . 31/03/2025
AHannTHYeCKHi 0TYeT No - Jara ananuza
Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028
|Coxen oo

MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JII-Na(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / AHasmus nposeaen no HJ| Ne: JIIM-Ne(001333)-(PT-RU) dt. 15.11.23 /

3

Loss on drying / Iloteps B
Macce MPH BLICYIIHBAHHU

Page4 of 6/ Crp. 4 u3 6

22%/122%

|
|

Not more than 6.0 % / He 6onee 6,0 %

|
9 | Microbiological purity®/ Mukpo6uojiorudeckasi 4ucrora*

a) Total Aerobic Microbial |
Count / O61wee uncio
a3POOHBIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

b) Total Combined Yeast and
moulds count / Obiee uucno
JIPOMXOKEBBIX M [LIECHEBLIX
rpubos

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6osee 10° KOE/r

Not more than 10° CFU/g /
He 6onee 10* KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytcrByeTr B 11

Shall be absent in 1 gram /
OtcytecTBue B 11

10 | Uniformity of dosage units /
OagHopoaHocTh

A03UpPOBAHUSA

3.1/3,1

'- Acceptance value (AV) should not be more

than 15.0./ Toxazatens npuemnemoctn (AV)
noJokeH ObITh He Gonee 15,0.

Assay / KosnuuecTBeHHOe
orpeJeseHne

11

4.93 mg/ 4,93 mr

Between 4.75 mg and 525 mg of|
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 mr neBoueTupusvHa
JUruapoxnopuaa B Tabnerke.

Remarks : The Product confirms to ND/
IIpnmeuanne: [IpoaykT cooTBeTCcTBYET TpeboBanmsim HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / . Checked by / e Approved by: Manager/Executive /

[ToaroToBneHo: }({Wﬁ Hp_OBepel-loq 0 }H V Onobpeno: Menemxep / PykoBoauTeb
e, S ——— S

Date / ~— | Date/ Date / Sy 53 NS

Jara: 231 008 Jara: S| ~03 ~op24— | Hata:
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
M poayrr: Annepesii Tabretky, IIOKPBITBIE TUNIEHOYHOM 060104YKOM, 5 MI

Market / Poinox : Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab /

Cepua Ne § S0P Pazmep cepun " 1040300 Tab |
Analytical Repovrt No./ . 890001801930 Date of Analysis / . 31/03/2025

AHaJuTHYeCKHI oT4eT Ne JlaTa ananuza

]I)ate of Manufac_ture / . 01/02/2025 Date of Expiry / . 31/01/2028

Hara nponssoacrsa B i ~_[Tomen mo B

Mfg. License No. /

IMpousBoacTeeHnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI-RU)

JHneH3HsT No

Analysis performed according ND No / AHanns nposeies no
JIT1-Ne(001333)-(PT-RU) ot 15.11.23

12 | Packaging

/ YnakoBka

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
omicrep u3 ([IA/AJITIBX) donbri
/ amomunueBoit ¢onbru. Ilo 3
OcTepa BMECTE C HHCTPYKLHEN Mo
NPUMEHEHHIO (JTucTKOM-
BKJTJBILIEM) B MAYKY KAPTOHHYIO.

Ne: JITN-No(001333)-(PT-RU) dt. 15.11.23 /

Page50of6/Crp.Su3 6

' 7 or 10tablets in a (PVC/AI/PVC) foil /|

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Mo 7 wan 10 TabneTok B GiucTep H3
(TTA/AJTI/TIBX)  domerd /  amoOMUHUEBOW
¢onbru. o 1, 2 unu 3 6iaucTepa BmecTe ¢
MHCTPYKUMEH 1O MNPUMEHEHUIO (JIMCTKOM-
BIUTAIbILLIEM ) B TAYKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBoAMTCA NPOU3BOANTENEM NPH BBIMYCKE IIEPUOANYECKY (€ HHTCPBANOM OIHO HenbiTaHue Ha 10 cepuit unu ue Menee 1 pasa B roa).

[TokasaTenk MOXET GbIThL HC BKITIOUEH B cCpTH(MKAT aHanu3a pupmnl

* Tt is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at [cast [ time per ycar).

API name / Haumenosanne APC:

Levocetirizine dihydrochloride / JleoueTHpusnHa IUrHAPOXAOPHL

Levocetirizine / JleBolleTHPH3NH

FP Manufacturer API Batch number /
Homep cepum cybcTannmum
npoussoautens I'JId:

INN / MHH:
API manufacturer batch number / ACRH004125
Homep cepun nponssogutens ADPC:

FCRA02760

Remarks : The Product confirms to ND/
IIpumeyanne: [IponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / s Checked by / Approved by: Manager/Executive /
[Toarorosneno: K ‘; &iw HpoaepeHo:(Z" ?)mﬂ Onobpeno: Menemxep / PykoBonnrens
e >
Date / | Date / Date / N
5 3V 03
Hara: 5103-2038™ Hara: S| ~03~ 20p2—]| Hara:
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Dr. Reddy's "-. CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTM3A

Product : Allerway film-coated tablets 5 mg )
Hpoayicr: Annepeaii TaGreTkn, nOKPHITHIE MIEHOYHOH 0GONOUKOH, 5 MT
Market / Poinok ¢ Russia / Poccus
Batch No. / [Batch Quantity / 1040300 tab / .
. : C2 y :
Cepust N easasE Pazmep cepumn " 1040300 Ta6
Analytical Report No. / . Date of Analysis /
AHanuTHYecKHii oTyeT No P EOINIEOIT0 AaTa aHanuza : SWIORIZ025
Date of Manufacture / . Date of Expiry /
P : 01/02/2025 Ionex 10 : 31/01/2028
Mifg. License No. / -
Npouseoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Juuensis Ne | —
Analysis performed according ND No / Ananns iIpoBeJeH N Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

JTT1-Na(001333)-(PT-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 3 6

API Manufactured by & country /
IIpouseoanTens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennn’c JlaGoparopuc Jitn., Uaaus
Survey Ne41, (Formulations Technical Operations - Unit-III).
FP manufacturing site / Control site / Bachupally Village, Bachupally Mandal, Medch‘al.Malkajgiri District,
Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr.), Telangana
HamMeHOBaRHe, apec i HOMep State, India (License No 59/RR/AP/97/F/R)
[E——— nnou;azum Yuacrok Ne 41, (TTpousBoactsentoe noapasnenenue-II), Bauynannu
CeyIIECTRIOITES ’ Buinamxk, Bauynanan Maugan, Menuan Maskamxripy AucTtpukr,
Bauynannu (B), bauynannu (M), Menuan-Mankamkrupu (IT), wrat

I POM3BOACTBO/KOHTPOJIb T 1
xauecTra/spmyck FID / enanrana, Muaus (Jluuensus Ne 59/RR/AP/97/F/R)

Name, address, authorization No for

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3aKioueHne 0 COOTBETCTBAN: «HacTosmum g noATBepX a0, YTO NPUBEAEHHAS! BblLLE HHGOPMALIMS SBISETCS JOCTOBEPHOI
U TOYHOM. DTa cepust NPOLYKLMH TPOU3BeieHa (BKJTI0Yas yaKoBKY (MapKUPOBKY) H KOHTPOJb KAUECTBA) Ha BbILIEYKa3aHHOIl
NPOM3BOJCTBEHHOH TMoW@ake (MJIOLaAKaXx) B MOJHOM COOTBETCTBUM ¢ TpeGoBanusMi [IpaBun Hagnexauiei
npou3BoACTBEHHON npakTukH (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeGoBaHHAMM KOHTPOJS KayecTBa
JIEKApCTBEHHbBIX CPEJCTB, @ TAKOKE B COOTBETCTBUM CO creundukalisMi, COASPKAIIUMUCI B PEruCTPALlHOHHOM AOChE
CTpaHbI-MMIOpPTEpPA. 3anucy MO NPOM3BOACTBY, YNAaKOBKE W aHalu3y MpPOBEPEHbI, W YCTAHOBIEHO WX COOTBETCTBHME
TpeboBaHusm [IpaBun vagnexaluel Npon3BOACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IlpoaykT cooTBeTCTBYeT TpeboBaHUsIM HJI 3akaouenue: OJJOBPEHO

Prepared by / y. Checked by / Approved by: Manager/Executive /
[ToarorosneHo: KW I'I;'muepugz 0 N~~ Onobpeno: Menemxep / PykosoauTeb
Date / Date/ Date / S epF NS
Jara: 5103 ~R00 Hata: S| ~03 ~202¢—t Jara:




