Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoaykT: Anneppait TabJETKH, MOKPHITHIE MIEHOUHOH 060J10UKOH, 5 MT

Market / Poinok : Russia / Poccus

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

Cepus No T Pazmep cepuu " 1040300 Tab

Analytical Repourt No./ . 890001796176 Date of Analysis / . 28/02/2025
AHaJIMTHYECKHI oTueT N JaTa anaausza

Date of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

Hara npoussoacrea T'oaeH oo

Mfg. License No. /

IpouseoacTBeHHAn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHIeH3Hs Ne

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

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

Page1of 6/ Crp.1u36

| Ne Test / Ilokazarenn

Result / PesynbTarsl

Specification / Hopma

1 | Appearance / Onucanne

riagkue,

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. / OBaJibHbIE
JIBOSIKOBBIITYKJIbIE
TIOKPBITBIE TUIEHOYHOH 000J10uK0i
0enoro IBeTra, ¢ OJHOH CTOPOHBI

TabNeTKH,

JIpyroif  CTOpOHE

rpaBupoBka «R 5». Ha nonepeunom
paspese s1po 6esoro LBETa.

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 ABOSKOBBIMYKJIBIE
TabJIETKH, TMOKPBLITBIE NICHOYHOM 000NOUKOH
Genoro wiM moutu O€nNOro LBeTa, ¢ OJHOMN
CTOPOHBI TJaiKHe, Ha APYTOH CTOPOHE
rpaBupoBka «R 5». Ha monepeyHoM paspese
A1po oT 6eoro 10 nodTH 6enoro 1BeTa.

2 | Identification
Levocetirizine/
NnenTudpuranus
JleBOIETHPH3HH

Complies as prescribed /
CootBeTcTBYET TpeOOBaHHUIM

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 ynepxHBaHMs
OCHOBHOrO MNHKA Ha  XpoMmarorpamme
HCIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATh BpPEMEHH  YACP)KHUBaHUSA
OCHOBHOTO ITHKa Ha XpOMaTorpaMMe pacTBopa
CTaHIapTHOrO  obpasua  JI€BOLETHPU3HHA
auraapoxnopuna (pasgen «KoauyecTBEHHOE
OIpeIeNIEHUER).

Remarks : The Product confirms to ND/

IMpameuanue: [TpoaykT coorBeTcTByeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[Toarotosnexo: IIposepeno: Z@ Oﬂnﬁpemmo:; e;ieﬂfmcep / PykoBoauTenb
At ¢
Date / Y ‘ Date / Date / ’
- —_ 2. N0 Y
Jara: o' gac sk 2028 Jara: 2@ 022005 Jara: 2R
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Dr. ReddY S Ne CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mpoayrr: Annepsoii TaBneTki, NOKpITLIE IIEHOYHOH 06010UKO#, 5 MT

Market / PoiHok : Russia / Poccus

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

Cepna Ne PE2S0SES Pazmep cepuu 1040300 Tab

A i ; p

nalytical Repo“rt No./ . 890001796176 Date of Analysis / . 28/02/2025

AuaanTHuecKHil oTueT Ne Jata ananu3a

Date of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

Jara npon3soacTea |Toaen po
|[Mfg. License No. / -
MponssoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Juuensns Ne

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

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

Page2 of 6/ Ctp.2 u3 6

Cpennsis macca

3 | Average weight / 1 133.63 mg / 133,63 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr+ 4 % (ot 127,92 no 138,58 mr)

4 | Disintegration / 4 min / 4 muH Not more than 15 min / He 6onee 15 mun
Pacnapgaemoctb
5 | Dissolution / PacTBopeHnue Unit-1/Ta6n.-1 98 % NLT 80% (Q) of label claim of levocetirizine
Unit-3 / Tabn.-3 94 % JIEeBOLIETHPU3NHA AUrHapoxnopuaa depes 20
Unit-4 / Tab11.-4 8% |
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 84 %
Unit-7 / Tabn.-7 99 %
Unit-8 / Tabn.-8 94 %
Unit-9 / Ta6in.-9 99 %
Unit-10 / Tabn.-10 98 %
Unit-11/ Tabn.-11 98 %
Unit-12 / Tabn.-12 99 %
6 | Related Substances / PogcTBeHHBIE IPUMECH
Impurity A /Ilpumecs A Not detected / He oGHapyxKeHa Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt cooTseTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / ﬁ‘ Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: ﬁgf’ IIposepeHo: @‘ OpobpeHo: BI-IE%L.}KCP / PykoBOJUTEb
Date / Date / : Date / o110
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Dr.Reddy’s ‘5’

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepeaii Tabuerkn, MOKPLIThIC INMEHOYHON 0G0 KO, 5 MT

Market / Puinok : Russia / Poccus

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

Cepusn Ne = Pasmep cepnn 1040300 Tab

Analytical Repovrt No./ . 890001796176 Date of Analysis / . 28/02/2025
AHannTHYecKHii oTHeT No Jara ananunsa

Ir)ate of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

JlaTa nponssojcrsa Toneun go

Mfg, License No. /

[MponsBoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-No(001333)-(PI"-RU)
Jnuensus Ne

|JIMT-Na(001333)-(PI'-RU) ot 15.11.23

Analysis performed according ND No / Anasus nposexen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page30f6/Crp.3 u3 6

Impurity B / [Tpumecs B

Impurity C / I[Tpumecs C

Impurity D / ITpumecs D

Impurity E / Ipumecs E

Impurity F / [Tpumecs F

RCT-3

Impurity RCT-3 / Ilpumecs

Below LOQ (LOQ = 0.008 %) /[

Hmwke npenena KoJUYECTBEHHOrO
onpeznenenus (ITKO = 0,008 %)

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hixe mpefgena KONMUECTBEHHOTO
onpeaenenus (ITKO = 0,004 %)

0.03%/0,03%

Below LOD (LOD = 0.014%) /
Huxe npenena o6uapyxenus (110 =
0,014 %)

0.07%/0,07%

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 6osee 0,4 %

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTeTcTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Approved by: Manager/Executive /

Jarta:

Ao~ 292 <

Jlata:

Prepared by / ¢ ' Checked by / @ s
X —Jv [posepeHo: Onobpeno;,Mengmkep / PykosoauTens

IMoxrorosneHo W '7ﬁ poBep dﬁ.w £)

Date / Date / l& m,_w-z/s- Date / NQro2-2025

JlaTa:




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
| Mpoayx™: Annepeaii TadNieTkH, MOKPBITHIE TNIEHOYHOH 060J0YKOH, 5 MP

Market / Prinox

: Russia / Poccus

Batch No./ . Batch Quantity / 1040300 tab /

Cepun Ne FE20N985 Pazmep cepuu " 1040300 Tab

Analytical Report No. / . Date of Analysis /

AHajuTHYecKHi oTyeT Ne GSOODINACIYS JlaTa aHaju3a s

Date of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

JlaTa npoussoacTea Tomen ao

Mfg. License No. /

[IponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)~(PT-RU)
JHueH3us Ne

[JI-Ne(001333)~(PT-RU) ot 15.11.23

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

Page4of 6/ Crp. 4136

Any individual unidentified
impurity / Jlro6as equHnYHasn
HEHACHTH(HMLUHUPOBaHHAs
NpUMeECh

Below BDL (BDL= 0.05 %) / Huxe
niopora peructpauuu (ITP =0,05 %)

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

7 | Chiral purity / XupajabHas
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Huxe npenena obuapyxenus (I10 =
0,0138 %)

S-isomer — not more than 1.5% /

S-n3omep — He 6onee 1,5 %

8 | Loss on drying / IToTeps B
Macce MpH BHICYLIHBAHHH

23%/23%

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

9 | Microbiological purity*/ Mukpo6nojornueckast yuucrora*

a) Total Aerobic Microbial
Count / O611iee ynciIo
a’po6GHBIX MUKPOOPraHH3MOB

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

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

b) Total Combined Yeast and
moulds count / Obee uucio
JIPOMOKEBBIX U IIECHEBBIX
rpuboB

10 CFU/g /
10 KOE/r

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

c) Escherichia Coli

Absent in 1 gram /
OtcyrctByer B 1 T

Shall be absent in 1 gram /
OtcyrctBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Tponykt cooTseTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

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

[ToarotoBsneHO: i ’Q IIpoBepeHo: [@ Onobpeno: Mewnemkep / PykoBonurens
e

Date / ' 3§ | Date/ 975 | Date/ 0862~ 1O

Jlata: ) g 28 Jara: RaNels Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

|'Product : Allerway film-coated tablets 5 mg

IMpogywr: Annepsaii TabneTki, MOKPLITHIE MIEHOYHOM 060IOUKOM, 5 MT

Jnuensns Ne

Market / Poinok : Russia / Poccus

Batch No. / . C2501985 Batch Quantity / . 1040300 tab /

Cepua No ’ Pazmep cepun * 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHaTUTHYECKHH oTyeT No i S2000I961IS Jata ananuza s [28102/2025

Pate of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

/lara npou3ssoacrea Toaen go

Mfg. License No. /

[TpousBoacTeenHas : 59/RR/AP/97/E/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

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

PageSof 6 /Crp. Sm3 6

| 10 | Uniformity of dosage units /
OaHopoaHOCTh

AO3UPOBAHHA

12.6/12,6

Acceptance value (AV) should not be more
than 15.0./ Tloxasatens npuemiemoctu (AV)
JloJkeH ObITh He Bonee 15,0.

11 | Assay / KosmmyecTBeHHOE

onpeseseHne

4.86 mg / 4,86mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr jgo 5,25 Mr JeBOUETHpHU3UHA
JUTHIPOXJIOpHIA B TabneTke.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 rtabnerok B
6nucrep u3 (ITA/AJI/IIBX) donbru
/  amOMUHWEBOH (PONBIH.
OCTEPa BMECTE € HHCTPYKIMEH Mo
TPUMEHEHHIO
BKJTAJIBIIIIEM) B N1A4Ky KAPTOHHYIO.

IIo 3

(nucTKOM-

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

/ Mo 7 uiu 10 Tabnerox B OGnucrep u3
(ITA/AJITIBX) domeru / amoMUHMEBOH
¢onsru. o 1, 2 umu 3 6aKctepa BMeCTe ¢
HHCTPYKIMEH 01O NpuMeHeHH0 (JIMCTKOM-
BKIIA/IBILIEM) B [TAYKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOAMTCA TPOM3BOUTENEM TIPH BBUIYCKE NIEPHONMYECKH (C MHTEPBAIOM OIHO HcnbiTanue Ha 10 cepuit uim He MeHee 1 pasa B roy).

[Tokasarenb MoxeT ObITH HE BKITIOUEH B CEPTH(HKAT aHan

u3a GUpMBbl

* Tt 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 ADPC:

Levocetirizine dihydrochloride / JleBoueTHpH3uHa JUTHAPOXIOPUL,

INN / MHH:

Levocetirizine / JIeBoLieTHpu3uH

API manufacturer batch number /
Homep cepun npoussogutens ADC:

ACRHO003726

Remarks : The Product confirms to ND/

Ipumeuanue: [TponykT cooTBeTCTBYET TpeboBanusam H/|

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: E % p €~ IpoBepeHo: Opobpen o@él—etlgﬁmep / Pyxosonurelnb
Date / . (&03“(' Date / O2Lo2S Date / 2R —02~ 2028

Hara: 9%/ ois Hata: 28 Hara:
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Dr. Reddy S ‘." CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A

Eroduct : Allerway film-coated tablets 5 mg

[Tpoayxr: Annepeaii TabneTku, MOKPHITHIE MIEHOUHOM 060104KOM, 5 M

Market / Puinox : Russia / Poccust

Batch No. i

p ch No. / . C2501985 Batch Quantity / : 1040300 tab /

Cepus Ne Pasmep cepun 1040300 Tab

Analytical Report No. / Date of Analysis /

AHaJuTHYeCKHIl oTyeT Ne =ERNOCINOIG JlaTa ananusa i 28(022025

Date of Manufacture / . Date of Expiry / . N
T m—— : 17/01/2025 . Toner 10 ¢ 31/12/2027

Mfg. License No. / N
ITpoussoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuenzua Ne

Analysis performed according ND No / Anasiu3s nposegen no HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

|JIT-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6 / Ctp. 6 3 6

' FP Manufacturer API Batch number /
Homep cepum cyGcTaHumun FCRA02861
npoussoantess I'JID:

API Manufactured by & country / ' . .
Mpoussomurens ADC, crpana: Dr. Reddy s’ Laboratories Ltd., India /
H-p Pennu’c Jlaboparopuc Jlta., Uuaous
Survey Ne41, (Formulations Technical Operations - Unit-III),

N dd thorizati fi i
Flglrl:f;:u fal;fls;i?l; si(t):llzz(lk;(:lltlrl:)llosi?: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
. Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
Release site / . .
State, India (License No 59/RR/AP/97/F/R)

HaumenoBanue, agpec H HOMe

[— nnou;a;llfn p Vuactok Ne 41, (ITpousBoacTeeHHOe noapasaenenue-1II), bauynannm

P ——— ’ Bunnamk, bauynannu Manpan, Meadan Mankamkrupu JIMCTPUKT,
y bauynannu (B), bauynannu (M), Meguan-Mankamkrupu (), mrart

HPON3BOACTBO/KOHTPOJIb
xavectsa/spmyck T / Tenanrana, Unaus (Jlunensust Ne S9/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.

3aKJII0OYEeHHe O COOTBETCTBUH: «HacToAMM 51 TOATBEPXAAL0, UTO IPUBEAEHHAs BhIlE HHGOPMAUUs SBISIETCS JOCTOBEPHON
H TOYHOM. DTa cepus NPOIYKIHHK NPOu3BeeHa (BKIFOYas YakoBKy (MapKHUPOBKY) U KOHTPOJIb KAYECTB2) Ha BBILICYKa3aHHOH
[pOU3BOACTBEHHOM IUIOWaaKe (IUIOWAAKaX) B IONHOM COOTBETCTBMM C TpeGoBanusmu IlpaBui Haznmexarie
npousBoAcTBeHHON mpaktaku (NeGMP-01887/21/IN ot 28 anpens 2021) ¥ TpeGOBaHHAMH KOHTPOJIS Ka4ecTBa
NeKapCTBEHHBIX CPEACTB, a Take B COOTBETCTBHM CO CHELM(UKALMAMH, COAEPXALUMUCSA B PETHCTPALMOHHOM AO0CHE
CTpaHBI-UMIIOpTEpA. 3allMCH M0 MPOU3BOACTBY, YNAKOBKE M aHANnu3y MPOBEPEHBI, H YCTAHOBJEHO HMX COOTBETCTBHE
Tpebosanusm [paBuil Hafsexallell TPOU3BOACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam H/I 3akmouenne: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
[ToarotosneHo: Wf( .~ [TpoepeHo: /@ Onobpeno: Menemiep / PyxoBogutenb
Date / Date / — | Date/ - Lo N-20LS
Hara: 3& s ,apx( Hara: ?& 0L ~025 Hara: el




