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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IMpoayxkT: AsnepBait TabaeTKH, TOKPHITHIE TNIEHOYHOH 000I0UKOM, 5 MI

Market / PuiHoK : Russia / Poccus

Batch No. / ] Batch Quantity / . 1040300 tab /

Cepusi Ne P = Pa3vep cepuu 1040300 Ta6

Analytical Repo“rt No./ . 890001811491 Date of Analysis / . 21/05/2025

AHaJMTHYECKHIT oTyeT No Jara apammnsa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JaTa npoussoacTea Toxen no -
Mfg. License No. /

TpousBoacTBenHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI™-RU)
JHueH3Hsa Ne

Analysis performed according ND No / Ananu3s nposenen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIT-N2(001333)-(PT-RU) ot 15.11.23

Pagelof 6/ Crp. 1 u3 6

Ne Test / Iloxa3zaTean

Result / Pe3yabTaThl

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. / OBanbHbIE
JBOSIKOBBITYKJIBIE TabneTky,
MOKPBIThIE [UIEHOUHOH 060104kl
6enoro 1Bera, ¢ OAHOW CTOPOHBI
riajgkve, Ha JApPYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
paspese gapo 6enoro upera.

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. / OBaJIbHBIE ABOSKOBBIMYKIIbIE
TabJIeTKH, TOKPBITHIE TUIEHOYHOH 060s104Koii
6eoro MM TOYTH OeNlore IBeTa, ¢ OJHOM
CTOPOHBI T[Naikue, Ha JpYroii CTOpoHe
rpaBupoBka «R 5». Ha nmonepeyHom pazpese
AApo OT Hernoro 1o noutH 6€10ro 1BeTa.

2 | Identification
Levocetirizine/
AnenTnduxanus
JleBoneTHpH3NH

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

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”). / Bpems ynepxuBaHus
OCHOBHOTO THMKa Ha  XpOMAarorpamme
UCTIBLITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATh BPEMEHH  yACPIKUBAHHS
OCHOBHOTO MHKa HA XpOMAaTOTrpaMMe pacTBopa
cTaHzaptHoro obpa3ua  JICBOUETHUpPU3HMHA
muruapoxyiopuaa (paznen «KonuuecTBeHHOE
OIpeleieHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoxykT cooTBeTcTBYET TpeboBaHusm HJL 3akawuenne: OJJOBPEHO

V] TN
Prepared by / Checked by, Approved by: Mana gerf.Executj\-'gﬁ’
Iloxnroroenexo: & [TposepeH Z O00peno: Menemwkep / PyKOBoITE b

n
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‘Dr. Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoayrr: Annepsaii TabneTry, MOKPLHITHIE NIEHOUHOH 060IOUKOM, 5 Mr

Market / Poinok : Russia / Poccusi

Batch No. / N Batch Quantity / . 1040300 tab /

Cepusn Ne # (62305636 Pa3zmep cepun * 1040300 Tad

Analytical Repourt No./ . 890001811491 Date of Analysis / . 21/05/2025
AHanuTHuecKHii oTyeT Ne Jara anaansza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jara npon3Boacrea T'ogen xo

Mifg. License No. /

IpousBoacTeeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHUEeH3HA Ne

Analysis performed according ND No / Auann3 nposeaen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page2 of 6/ Ctp.2 u3 6

133.25 mg + 4% (between 127.92 and 138.58

'3 Average weight / 134.64 mg / 134,64 mr
Cpeanss macca mg) /
133,25 mr £4 % (ot 127,92 1o 138,58 mr)
4 | Disintegration / 5 min/ 5 MuH Not more than 15 min / He 6onee 15 mun
Pacnapaemoctnb
5 | Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 91 % NLT 80% (Q) of label claim of levocetirizine
: dihydrochloride after 20 min. / He menee 80
= - 0,
ey s 10N % (Q) OoT HOMHHAJBHOTO COAEPKAHUS
Unit-3 / Tabu.-3 98 % JICBOLETUPU3UHA AUTHApoxJopuaa uepes 20
Unit-4 / Tab.-4 8% |
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 97 %
6 | Related Substances / PoacTBeHHbIE TpHMeCH

Impurity A / [Ipumecs A

Impurity B / [Ipumecs B

Impurity C / ITpumecs C

Not detected / He o6HapyxeHa

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

0.01%/0,01%

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

Not detected / He o6HapykeHa

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanwne: Ilponykrt coorBercTBYeT TpeboBanusm HJ{ 3axmouenue: OJJOBPEHO
NP ) .

Prepared by / Checked by /. | Approved by: Mana ger/@xccutive )
[NoaroToBseHo: @ HposepeHOW Onobpexo: ?afieucmlcep / PYROBOAMTEND
Date / Date / =<t 4-Date /

'S - 20
Tara: U o5 < WG Tara: 24 25~2022.4 Tara: D Wrey (%Y




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Ipoayxr: Annepsaii TabneTKH, MOKPEBITHIE MIEHOYHON 060JIOUKOM, 5 Mr

Market / PoiHoK : Russia / Poccus

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

Cepus Ne s Paszmep cepun ° 1040300 Ta6

Analytical Repovrt No./ . 890001811491 Date of Analysis / . 21/05/2025

AuHanuruyecknii oruer Ne Hara anannza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jara npoussoacrea - Tonen ao -
Mfg. License No. /

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

JHI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Auanus nposeaen no HJ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 6/ Ctp.3 36

Impurity D / TIpumecs D

Impurity E / TIpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jliobas exuHUYHAS
HeuJIeHTUQUIHPOBaHHAS
NpUMech

0.01%/0,01%

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

Below LOQ (LOQ =0.023%) /
Hmwke mnpenena KoJHYECTBEHHOIO
onpeaenenus (IIKO = 0,023 %)

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

Below LOD (LOD 0.014%) /
Hmxe npenena obnapyxenus (110 =
0,014 %)

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

0.05%/ 0,05%

Not more than 0.30 % / He 6onee 0,30 %

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuud (ITP =0,05 %)

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

Not more than 1.5 % / He 6o5ee 1,5 %

Chiral purity / Xupaasnasn
YHCTOTA

Not detected / He o6HapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipogykr cootercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

s e
Prepared by / Checked by 0,@/5' | Approved by: Managcr@i\f/e)’
IToarotosneHo: & IIposepen s e et Onobpeno: Menemikep / PykoBomiTens
-2
Date / Date / 2 4 ree S~ «t+ Date / T ~
Jara: W o5 ~lors Hara: 2929 Jara: 2 o< - 202"




‘Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoaywr: Annepesii TabneTin, TOKPBITHIE TIIEHOYHOW 0607109K0MH, 5 MT

Market / PoiHok : Russia / Poccust

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

Cepus Ne 8§ C25056%5 Pasmep cepun * 1040300 Ta6

Analytical Repovrt No./ . 890001811491 Date of Analysis / . 21/05/2025
AnanuTnyeckmii oruer No HMara ananmusa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jara npousBoacTsa Togen no

Mfg. License No. /

IlpousBoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuieHsusi Ne

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Ananu3 nposeaex o HJ{ Ne: JIT-Ne(001333)-(PI-RU) dt. 15.11.23 /

Page4 of 6/ C1p.4u3 6

8 | Loss on drying / Iloreps B 1.7% /1,7 % Not more than 6.0 % / He 6onee 6,0 %
Macce NPH BLICYIIIHBAHMH
9 | Microbiological purity*/ Mukpo6Ho1oruuecKkas YHcToTa™
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Obee yncio Menee 10 KOE/T He Gonee 10° KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Ob1iee unciio Menee 10 KOE/r He 6onee 10* KOE/r
JPOMOKEBbIX H TIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctByeTr B 1 1 OtcytctBUE B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OpuopoanoCcTh 36/3.6 than 15.0./ [Tokazarens mpuemiemoctd (AV)
A03HPOBAHHS T IoiDKeH ObITh He 6osee 15,0.
11 | Assay / KonnmuyecTBeHHOE Between 4.75 mg and 525 mg of
onpeaesieHHe 4.94 mg / 4,94 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr JeBOLETHPU3UHA
JUTHApOXJIopuaa B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoayxt cooTBeTcTBYeT TpeboBanusM HJ|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

o)
Prepared by / Checked by, =~ Approved by: Manageﬂ@\r‘ﬂ)
IMoarorosneHo: & [Tposepetighc ’%,_,,.-—-—- | OnoBperio; Menemkep / PyKoBOAHTE b
Date / 205" Date / _ . Date / il 5 502K
Jlara: ™ o5 Jara: 2’ 4’%- 2% Jara: e




. [ 13
Dr.Reddy’s ‘_‘-’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepsaii TabeTky, NOKPHITHIE TIIEHOYHOH 060N0UKOMH, 5 MI

Market / PoiHok : Russia / Poccus

Batch No. / ] Batch Quantity / . 1040300 tab /

Cepus Ne el Pazmep cepun " 1040300 tab

Analytical Repourt No./ . 890001811491 Date of Analysis / . 21/05/2025
AHanHTHYeCKHii oTyeT No Hata ananuza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JlaTa nponsBoacTBa T'open no

Mfg. License No. /

IpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JuneH3un Ne

Analysis performed according ND No / Ananus nposenen no HI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) or 15.11.23

PageS5of 6/ Crp.5u36

12 | Packaging / YnakoBka

10 tablets in a (PVC/AVPVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Tabnerok B
omuctep u3 (ITA/AJI/TIBX) donsru
/  amomuHueBol ¢oneru. Ilo 3
6nucrepa BMecTe ¢ HHCTpYKIHKEEt 1Mo
pUMEHEHHIO (;ucTROM-
BKJIbIIEM) B IAYKY KAPTOHHYIO.

BKJIQ/IBIIIIEM) B [IAUKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBoAUTCS NPOU3BOMUTENIEM TIPH BBILYCKE IIEPHOANYECKH (€ HHTEPBAIOM OXHO HCIBITaHKe Ha 10 cepuii wii He Menee | pasa B rog).

[ToxazaTens MoxeT OBITH HE BKIIIOUCH B cepTUdUKAT aHanm3a GUpMbI

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per year).

API name / HaumenoBanue ADC:

Levocetirizine dihydroch

loride / JleBonieTHpH3UHA TUTHAPOXIOPHL

Levocetirizine / JIeBoueTHpH3uH

Homep cepun cyOCTAHIUH
npoussoautTens I'JId:

INN / MHH:

API manufacturer batch number / ACRH004059
Homep cepun npoussogurens ADC:

FP Manufacturer API Batch number / FCRA02579

IIpounssoguteanr ADC, cTpada:

API Manufactured by & country /

Dr. Reddy's
H-p Pennw’

Laboratories Ltd., India /
¢ Jlaboparopuc Jita., MUanus

Remarks : The Product confirms to ND/
IIpameuanne: ITpogykr cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / &;_’,1-/ 1 Approved by: Managcr@_ixecuti vg/

[ToaroroBneHo: & [posepenoy #7225 OznobpeHo: Menemxep / PykoBoaiTesnb
posep . P

Date / Date / P o Date / = . -

I[aTa: w -0 S t"l-fof\—g- _HaTa: 24 5 —w\-? HaTa: ?—' '\—'1 "DS L ?J}

7 or 10 tablets in a (PVC/AVPVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 unn 10 Ttabnerok B Gaucrep u3
(ITA/AJI/TIBX) donera /  amoMHUHHEBOIH
donbru. o 1, 2 win 3 GnucTepa BMecTe
HHCTPYKUHMEH 1O NPHUMEHEHHIO (JIHCTKOM-
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Dr.Reddy’s €3¢

' CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

’Tm)duct : Allerway film-coated tablets 5 mg

Npoayrr: Anjiepesii TaGneTin, NOKPLITLIE MIEHOYHOM 060JI0UKOH, 5 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepust Ne § S2le0 Pa3zmep cepun ° 1040300 tab
Analytical Repovrt No./ . 890001811491 Date of Analysis / . 21/05/2025
AnanuTHyeckuii oryet Ne JlaTta avann3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jara npon3soacrsa ~__|T'open no

Mfg. License No. /

MponsBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JAuneH3us Ne

Analysis performed according ND No / Ananu3z nposenen no HJ{ Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23 ]
Page 6 of 6/ C1p. 6 M3 6

.. Survey Ne41, (Formulations Technical Operations - Unit-1II),
g;n;;;?:g iizs;i?l;t:li(t):l/zg;rtlrl(jlos:?: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupa}ly (M), Medchal-Malkajgiri (Distr.), Telangana
Hanfenossinmne; Anpecsifonen State, India (License No 59/RR/AP/97/F/R)
SanEhaie n.uou;amm Vyactok Ne 41, (IIpousBoactBenHoe noapazaenenue-1II), bauymamm
ocymecTBasOmEH i Bunnamx, bagynannu Mangan, Mendyan Mankamxrupu JucTpukr,
DOH3BONCTEO/KORTDOE bauynamnu (B), bauynanmu (M), Menuan-Mankamxrupu (), wtar

P & p Tenanrana, Unaus (JIuuensus Ne 59/RR/AP/97/F/R)
LKa‘leCTBa/BblﬂyCK rji®/

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.

3aKJIFOYeHHe 0 COOTBETCTBUM: «HacTOAIMM 51 ITOATBEPKAA0, YTO MPHBEIEHHAs Bbillle HH(QOpMaLUs SBAIETCS JOCTOBEPHOM
¥ TOUHOM. DTa cepys NPOAYKIIHM MPOU3BeaeHa (BKIIFOUas YTAKOBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BhILIEyKa3aHHOH
MPOU3BOACTBEHHON IUIOU[aAKe (IUIOmAgKax) B TMOJHOM COOTBETCTBUM C TpeboBaHuaAMM IlpaBun Hamnexaiei
npou3BoACcTBeHHOM mpakTukd (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGoBaHMAMH KOHTPOJS KavyecTBa
JIEKapCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBHM CO CNELHPHUKALMAMH, COACPXKALIUMHUCS B PETHCTPAlMOHHOM J0ChE
CTpaHbl-UMIIOpTEpa. 3amvcd MO NPOW3BOACTBY, YNAKOBKE M aHAJNU3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE

TpeboBanusm [IpaBun Hagnexaiel MpOU3BOACTBEHHOH PAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [IponykT cooTBercTBYET TpeboBannsaM HJL 3axnoyenue: OJJOBPEHO

Prepared by / Checked by - c:f"f ~Approved by: Manager/ExecutiveV

[ToarorosneHo: & [Tposepen _,f__,‘,_/—* Onobpeno: &T:Fvleﬂe,umep / PykoBoanTes
&

Date / Date / 24.05. 202 £ Date / i ~

Jara: UM -0 % =LoVS | Jlara: Jara: 2y 2ok




