Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJINA3A

[Product : Allerway film-coated tablets 5 mg

Market / PoiHok

NpoaykT: Annepsaii TabneTky, NOKPLITbIE NNIEHOYHOH 060M0UKOM, 5 Mr

: Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepnsi Ne 2 (2404778 Pa3mep cepun * 1040300 Tab

Analytical Repovrt No. / . 890001734955 Date of Analysis / . 30/04/2024
AHaauTH4yecKkni oTyeT Ne Jara anannsa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JaTa npon3BoacTBa I'ogen xo

Mfg. License No. /

IpousBoacTeenHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3ns Ne

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

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

Page1 of 5/Cip.1m35

Ne Test / Iloka3aTenab

Result / Pe3yabTaTsl

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. / OBanbHEBIE
JBOSIKOBBINYKIIbIE TabeTKH,
TOKPHITEIE MJIEHOYHOH
oboJioukoii 6enoro 1BeTa, C
OJTHOH CTOPOHBI TINajiKue, Ha
Jpyroii cTopoHe rpaBupoBka «R
5». Ha mnonepeuHoM pa3pese
aapo 6enoro ugera.

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. / OBanbHble NBOSKOBBHIYKJIbIE
TabJneTky, MOKpPbLIThIE NJIEHOYHOH 060J04KOH
Genoro uiM noutw Oenoro LBeTa, ¢ OAHOMN
CTOpPOHBl TNajIkWe, Ha Jpyrol CTOpoHe
rpaBupoBka «R 5». Ha nonepeuHom pazpese
aapo ot 6enoro Ao no4TH 6enoro LBeTa.

2 | Identification
Levocetirizine/
HnenTudpukanus
JleponeTupnznu

Complies as prescribed /
CooTteTcTBYET 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

Idihydrochloride reference standard solution

(section “Assay”). / Bpems ynepikiBaHus

OCHOBHOTI' O NUKa Ha XpoMartorpamme
HCIIBITYEMOIO pacTBOpa JOJDKHO
COOTBETCTBOBATH BpEMEHI YAEPXKNUBAHNA

OCHOBHOTI'O MMKa Ha XpoMaTorpamme pacTBopa
CTaHaapTHOTO o6pa3ua JIEBOUETHUPH3UHA
AUTUAPOXNIOpHAa (pa3[1en «KonnyecTBeHHOE
OHpeZlCﬂCHHC))).

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

[oaroroBneHo: [TporepeHo: 4@ Onobpeno: Meneaxep / Pyikoposiiresib
- 28—

Date / Date / Date /
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
IMpoaykr: Annepsait TabieTky, MOKPLITHIE MIEHOYHON 060NOUKOM, 5 Mr

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
er) .
Cepust Ne & Cdbnans Pasmep cepun 1040300 Tab
Analytical Repovrt No. / . 890001734955 Date of Analysis / . 30/04/2024
AHAINTHUYECKHH oTueT No JaTa ananunsza
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JlaTa npousBoacTBa Tonen no
Mfg. License No. /
IIpou3BoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
aunneHsus Ne

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

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

Page2 of 5/ Ctp.2 w3 5

3 | Average weight / 133.42 mg/ 133,42 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpennss macca mg) /
133,25 Mr+4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 3 min/ 3 MuH Not more than 15 min / He Gonee 15 Mun
Pacnanaemoctsn
5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 100 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn 9 % 0dlhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMMWHANLHOIO COJACPIKAHUS
Unit-3 / Ta6bin.-3 100 % | neBoueTupr3uHa auruapoxiopuaa vepes 20
Unit-4 / Ta6n.-4 7% |V
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 100 %
6 | Related Substances / PoncTBeHHbIe mpumecn

Impurity A /TIpumecs A

Impurity B/ [Tpumecs B

Impurity C/ IIpumecs C

Impurity D / Ilpumecs D

Impurity E / [Ipumecs E

Not detected / He oOHapy>xeHna

0.01%/0,01%

Below LOD (LOD = 0.006 %) /
Huxe npenena obuapyxenus (I1O =
0,006 %)

Below LOQ (LOQ = 0.004 %) /
Huxe npenena konuuecTBEHHOTO
onpenesenus (ITKO = 0,004 %)

0.04%/0,04%

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr cooTBeTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBnexo: ITpoBepeno: Opnobpeno: Menemxkep / Pyioeannrens
_ _ p i
Date / . Date / Date / -~ =
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' Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Npoayxr: Annepssit TabneTku, NOKPLITHIE MIEHOUHOM 060A0UKOM, 5 MT

Market / Poinok

: Russia / Poccua

auneH3ns Ne

Batch No. / Batch Quantity / 1040300 tab /
N er .
Cepus Ne el Pasmep cepun * 1040300 Tab
Analytical Repourt No. / . 890001734955 Date of Analysis / . 30/04/2024
AHAJNTHYECKHH oTYeT No Jara ananusa
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JlaTta npou3BoacTBa T'onen no
Mfg. License No. /
IIpouszBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

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

Analysis performed according ND No / Ananus npoeeaen no H Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3 of 5/ Ctp.3 m3 5

Impurity F / I1pumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobast equHuyHas
HeMIEeHTHGULMPOBaHHas
pHUMeECh

Below LOQ (LOQ =0.047 %)/
Huxe npenena konuyecTBEHHOIO
onpenenenus (ITKO = 0,047 %)

0.08%/0,08%

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

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

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

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

Total impurities / 0.1

Cymma npnmeceit

%/0.1%

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

7 | Chiral purity / Xupaabnas
YHCTOTA

Not detected / He oGHapykeHa

S-isomer — not more than 1.5% /

S-u3omep — He bosiee 1,5 %

8 | Loss on drying / IloTeps B
Macce TpH BLICYLINBAHUH

1.8 %/1,8%

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

9 | Microbiological purity*/ Mmépoﬁuonorwlecmﬂ yHcToTa ™

a) Total Aerobic Microbial
Count / Ob1uee uucno
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and |
moulds count / O61ee yucio
JIPOMOKEBBIX U THIECHEBbIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyrcTByeTB 1 I

Shall be absent in 1 gram /
OtcytcTBHE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilponykt coorBercrByeT TpedoBaHusam HJJ

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosneHo: [TpoBepeno: Opobpeno: Menemxep / PykoBoanTens
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Date / Date / Date / 20 0U OWY
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CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":‘

CEPTUDPUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

INpoaykr: Annepsaii TablieTky, NOKPBITbIE NIEHOYHON 060104KOH, 5 Mr

Market / Pbinor : Russia / Poccus

auuensna No

Batch No. / Batch Quantity / 1040300 tab /
. C? .
Cepun Ne =S Pazmep cepuu * 1040300 Tad
Analytical Repovrt No. / . 890001734955 Date of Analysis / . 30/04/2024
AHanuTH4YecKni oTyet No JlaTa anaau3sa
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JaTa npounssoacrea Topen no
Mfg. License No. /
HpounsBoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI"-RU)

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

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

Page 4 of 5/ Ctp. 4 u3 5

onpenejgeHue

10 | Uniformity of dosage units / 3.0/3,0 Acceptance value (AV) should not be more

OaHOPOAHOCTDH 1031 POBAHASA than 15.0./ Tlokxazarens npuemnemoctd (AV)
nomkeH ObITh He Hbonee 15,0.

11 | Assay / KonnuecTBeHHOE 4.96 mg /4,96 mr Between 4.75 mg and 525 mg of

levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr jpo 5,25 Mr neBOUEeTUPH3HHA
JUTHAPOXJIOpHAA B TabNETKE.

=

Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Tlo 10 Tabnetox B
6micrep u3 (ITA/AJI/TIBX) doneru
/' amomunuesod ¢doneru. Ilo 1
BnucTepy BMECTE ¢ HHCTpyKUUeH no
NPYUMEHEHHIO (nuctroMm-
BKJIQZIBILLIEM) B MAUKY KAPTOHHYIO.

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

/ Tlo 7 unn 10 Ttabnerok B Onucrep u3
(IA/AJUTIBX) donbrn  /  anioMUHHEBOMH
¢doneru. Ilo 1, 2 unu 3 Gnucrepa BMecTe ¢
WHCTPYKLIHEH N0 NpUMEHEHUI0 (JIHCTKOM-
BKJI/IbIIIEM) B TAYKY KapTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBoAUTCS NPOU3BOANTENEM IPH BLINYCKE NEPAONHYCCKH (C MHTEPBAIOM OfHO UCTbiTanne Ha 10 cepuii nau He Menee | pasa B ron).
Tloxaszarenh MOKET ObITh HE BKAIOUEH B cepTHIMIEAT AHANN3A (IpMLL

API name / Haumenosanne ADC:

* 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).

Levocetirizine dihydrochloride / JleBoueTnpusiHa AUrHApOXJ0pUA

INN/MHH: Levocetirizine / JleoueTrnpusun
API manufacturer batch number /

| Homep cepun npousBoautens ADC: BCQHNZI0]
FP Manufacturer API Batch number /

| Homep cepuu cyGecTaHunn FCQA02247

| nponssoaurens I'JID:

IIponseoantens ADC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
H-p Pennw’c Jlabopatopuc JIta., Mnaus

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykT cootBeTcTBYET TpeboBaHnam HJI

Conclusion : APPROVED /
3axniouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IloaroroBneHo: . IMposepeno: OpobpeHo: Meneaxep / PykoBoauTeNb
P &
Date / Date / Date / AD- DUNI
20.—0 2.
Jara: e JlaTa: ABpu~loty Jara:
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Dr. Reddy’s "'g. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

[ IpoaykT: Annepsaii TabneTky, NOKPbITHIE TNIEHOUYHOH 060104KO, 5 MT

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne e LvE Pazmep cepnn * 1040300 Ta6
Analytical Repourt No./ . 890001734955 Date of Analysis / . 30/04/2024
AHAJNHTHUYECKHH oTyeT No JlaTra anaausa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JaTta npou3BoacTea T'onen no

Mfg. License No. /

IlpousBoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
| uen3un Ne

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

PageSof 5/ Crp.5u3 5

Name, address, authorization No for Survey Ned41, (Formulations Technical Operations - Unit-HI), Bachupally
FP manufacturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Release site / Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
HaunmenoBaHne, anpec 1 Homep No 59/RR/AP/97/F/R)

JHIEH3UN NIOIAAKH, Yuactok Ne 41, (TlpouzsoacteenHoe noapasaenenue-111), bauynannu
ocyulecTBJs oL Bunnapx, bayynannu Manpan, Meguan Mankaokrupu JIncTpukr,
NPOH3BOACTBO/KOHTPOJIb bauynannu (B), bauynannu (M), Menuan-Mankamkrupu (), mrar
xavecTBa/Bbmmyck I'JI® / Tenanrana, Unnus (JIuuensus Ne 59/RR/AP/97/F/R )

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.

3ak/o4eHHe 0 COOTBETCTBUM: «HacTosamum st noaTBepXxAato, 4TO NpHBEAEHHAN Bblllle HPOPMALKS SBISETCS 10CTOBEPHO
¥ TOYHOM. DTa cepusi NpoAyKLMH MPOH3BEeAcHA (BKIHOYAS YITAKOBKY (MapKHPOBKY) ¥ KOHTPOJIb KAUECTBA) Ha BBILIEYKA3AHHOM
NPON3BOACTBEHHOH TUIOWIafKe (IUIOMIAAKAaX) B IIOJHOM COOTBETCTBMM ¢ TpeboaHusamu IlpaBun Hannexauiei
npousBoAcTBenHoi npakTHkn (NeGMP-01887/21/IN ot 28 anpens 2021) W TpeOoBaHMSIMH KOHTpOJs KauyecTBa
JIEKapCTBEHHBIX CPEACTB, a TAlOKe B COOTBETCTBUM cO crieurduxaluusMy, COACpXKalUMHUCS B PETMCTPAlMOHHOM A0OCHE
CTpaHbl-UMIIOpTEpa. 3alMCh TO TIPOM3BOACTBY, YNAaKOBKE M aHAM3y NPOBEPEHbI, M YCTAHOBJIEHO HX COOTBETCTBME
Tpebopanusm [IpaBun Hagnexatiieil Mpou3BOACTBEHHON NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeuanue: IlponykTt coorBeTcTBYeT TpeboBannam H]I 3akmouenue: OJOBPEHO

_Prepared by / Checked by / Approved by: Manager/Executive /
IlonrotoBneHo: @/ [IpoBepeHo: (@} OpobpeHo: MeHeﬂme;}a‘i]_’_yk(mu,unTeﬂb
Date / . <3063 Date / Date / 20- DU Oy
JNara: 20 6/ Jata: 3‘0"\0\4 ~lotia Hara:




