Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepssii TabNETKH, TTOKPBITHIE MIIEHOUHOH 060J104KOM, 5 M

Market / PoiHok : Russia / Poccus

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

Cepusi Ne el Pasmep cepuu * 1040300 Tab

Analytical Repourt No./ . 890001788130 Date of Analysis / . 22/01/2025

AnasuTHyecKkuii oTuer Ne JlaTa anann3za

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

Jata npoussoacTea TI'open go -
Mfg. License No. /

IIpousBoacTBEHHAsN : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

Junensus Ne

Analysis performed according ND No / Auanun3s nposeaen no HJI Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Pagelof 6/ Crp.1m36

Ne Test / Iloka3zaTeanb

Result / Pe3ynpTaThl

Specification / Hopma

1 | Appearance / Onucanne

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
JIBOSIKOBBITYKJIbIE TabIeTKH,
HOKPBIThIE TUIEHOYHOW O6ONOUKOH
6enoro uBeTra, ¢ OAHOW CTOPOHBI
rlagkue, Ha JpYrod CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
pazpese sapo 6enoro nBeta.

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 JBOSKOBBITYKIIBIE
TabJIeTKH, NMOKPBITbIE NIJICHOYHON 060s10uKOoH
6enoro Wnu moyty GENoro LBeTa, ¢ OJHOMH
CTOpOHBI TIJiajJikue, Ha JIpYroit cTopoHe
rpaBupoBka «R 5». Ha nonepeunom paspese
sapo oT 6enoro 0 NoUTH 6esIoro 1BeTA.

2 | Identification
Levocetirizine/
HNpentudnxanus
JleBoueTHPH3UH

Complies as prescribed /
CooTtBeTcTBYeT TpeboBaHHAM

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 ynepxuBaHHs
OCHOBHOTO TIHKa Ha  XpoMarorpamme
UCIIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATh BPEMEHH  YJAEPXHMBaHHUS
OCHOBHOTO ITHKa Ha XpOMaTOrpaMMe pacTBopa
cTaHgapTHoro ofpas3ua JIEBOUETHPU3MHA
auruapoxsopuza (pasaen «KomuuecTBeHHOE
onpeneNcHue).

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

AN

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / /; Checked by / Approved by: Manager(}@_._xec thi_\{E /
IToaroTtoBneHo: | IIposepeno: @:} Onobpeno: Menemxep / PykoBoantens
Date / 0 SGol~0on g Date / ‘ — | Date/ 3 .

Hara: Jara: 200 ImLo2S Jara: 24 RN 2"




Qe
Dr.Reddy’s ‘}

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

’-Product : Allerway film-coated tablets 5 mg

MpoaykT: Annepssii TaGNETKH, TOKPBITBIE MIEHOYHOH 06010UKOH, 5 MT

JuueHzus Ne

Market / Poitok : Russia / Poccust

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

Cepus Ne 2500801 Pazmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001788130 Date of Analysis / . 22/01/2025
AHanuTHyeckuii oruet Ne Jara anannza

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JdaTa npousBoacTBa Togeu go -
Mfg. License No. /

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

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

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

Page2of 6/ C1p.2 u3 6

3 | Average weight /
Cpennssi macca

133.54 mg/ 133,54 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 /

S min/ 5 mun

Not more than 15 min / He 6onee 15 Mmuu

PacnagaemocTthb

5 | Dissolution / PacTBopeHue Unit-1/ Tabn.-1 96 % NLT 80% (Q) of label claim of levocetirizine

Onit2 / Tabin2 B % 0d1hydrochlor1de after 20 min. / He menee 80
| % (Q) OT HOMHHAIBLHOTO COJAEPKAHHS

Unit-3 / Tabn.-3 96 % JIeBOLIETUPH3MHA AUrMApoXJIopuaa depe3 20
Unit-4 / Tab11.-4 7% |
Unit-5 / Ta61.-5 95% |
Unit-6 / Tabn.-6 94 %

6 | Related Substances / PoacreeHHble IpHMecH

Impurity A / [Tpumecs A

Impurity B / TIpumecs B

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.020 %) /
Huske mpenena KoJHuecTBEHHOro
onpenenenns (KO = 0,020 %)

0.01%/0,01%

Not detected / He oOHapyxeHa

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/

I pumeyanue: [Tpoaykt cootBerctByer TpeboBanusM HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

N2
Prepared by / gﬁ/‘f/ Checked by / l Approved by: Managex@@cutiié‘ )
Hozxromsneno:%"//;/’f IIpoBepeHo: ((?;;/: OpnobpeHo: M%Heﬂmepl PykoBoanTenh
%
Date / 2.5~ ~ Q o)< | Date /. Date / 3 ]
Jara: = Jara: 250~ 025 Jara: 26N i




Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

MpoaykT: Annepsaii TabIeTKH, MOKPHITHIE INIEHOUHON 0GOJIOUKOMH, 5 MT

Market / Poinox : Russia / Poccus

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

Cepusn Ne AE200501 Pa3zmep cepun © 1040300 Tab

Analytical Repovrt No./ . 890001788130 Date of Analysis / . 22/01/2025
AHaINTHYECKHI 0TYeT No JlaTa aHan3a

Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027

JaTa nponsBoacTBa Togen no

Mfg. License No. /

IIpouseoacrBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JTHueH3us Ne

Analysis performed according ND No / Ananus nposenen mo HJI Ne: JIIT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page3of 6/ Crp.3 n3 6

Impurity D / ITpumecs D

Impurity E / [Ipumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlro6ast equHNYHAsA
HEeUZEeHTHQULNPOBAHHAS
npUMech

Below LOQ (LOQ = 0.004 %) /
Hibxe npefena Koau4ecTBEHHOTO
onpenenenus (ITKO = 0,004 %)

Below LOQ (LOQ = 0.023 %)/
Hrmxe npenena Kon4ecTBEHHOTO
onpeaenenus (ITKO = 0,023 %)

Not detected / He oOHapyxeHa

0.09% /0,09%

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

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 0.30 % / He 6o:xee 0,30 %

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

Total impurities /
Cymma npumMeceit

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [IponykTt cootBeTcTBYET TpebGoBanusam HII 3akmouenne: OJOBPEHO

L2 =
Prepared by / g L’&ﬁ—; Checked by / Approved by: Manager@:culivy/
Honromsnem:%/ IpoBepeno: l Opnodpeno: ‘g/[enenmepf PyKoBOaMTE b

= @

Date / 0 S50)~Q o2 Date / = : Date / —
JlaTa: ! S Harta: 250 l~lo28 Jara: 2N oV 202X




Dr.

Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIH3A

[Product : Allerway film-coated tablets 5 mg
Hpoayxr: ANnepBasit TaGAETKH, IOKPBITEHIE NIEHOYHON 060JI0YKOI, 5 Mr

Market / PoiHOK

: Russia / Poccus

JuueH3nua Ne

Batch No. / . C2500301 Batch Quantity / . 1040300 tab /
Cepus No ) Pasmep cepun 1040300 ta6
inalytlcal Repo“rt No./ . 890001788130 Date of Analysis / . 22/01/2025
HAJIUTHYECKHH oTyeT No Jara ananausa
D -
ate of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027
JlaTa npoussoacTea Toxen no
Mfg. License No. / .
ITponssoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)

Analysis performed according ND No / Anasin3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PT-RU) ot 15.11.23

Paged4 of 6/ Ctp. 4 n3 6

S-isomer — not more than 1.5% /

7 | Chiral purity / XupajabHas Not detected / He oGHapyxeHa
== S-uzomep — He Gonee 1,5 %
8 | Loss on drying / IloTepsi B 2.2%/2,2% Not more than 6.0 % / He 6onee 6,0 %
Macce TpU BLICYIIMBAHUH
9 | Microbiological purity*/ MuxpoSuosornyeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1uee uncio Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHbIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Ob1ee uncno Menee 10 KOE/r He 6onee 10° KOE/r
JIPOMNOKEBBIX U TIECHEBBIX
rpuboB
B Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctByeT B 1 T OtcyrctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OgHOpPOAHOCTH 37/3.7 than 15.0./ TlokazaTtens mpuemiaeMocTd (AV)
J03UPOBAHHS S JomkeH ObITh He 6onee 15,0.
11 | Assay / KonnuecTBeHHOE Between 4.75 mg and 5.25 mg of
ompegeneHHe 4.99 mg /4,99 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr no 5,25 Mr JieBOUETHPHU3HHA
TUTHAPOXIIOPH/IA B TabNeTKE. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpogykr COOTBGTC]29T TpebosanusmM HJJ 3axmouenue: OJJOBPEHO
Pt
Prepared by / I Checked by / ) Approved by: Manager»@riggl_ltii@f
[MoaroTosieHO; ; - IIpoBepeno: —:@r Onobpeno: ‘l\{\lcﬂe,u}xepf PyrkoBonurens
S2,
Date / 2.50)— 92 | Date/ 5 Date / o i
Iara: Jara: 2801 ~eaes Tara: O N~ 2NN




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Hpoayxr: Annepssii TablieTKH, NOKPHITHIE MIEHOYHOH 060JIOUKOf, 5 Mr

Markel / PoiHok : Russia / Poccust

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

Cepus Ne FIESNEY Pazmep cepuu " 1040300 Ta6

Analytical RepO}'t No./ . 890001788130 Date of Analysis / . 22/01/2025
AHasuTHYecKnii oTyeT Ne JlaTa ananusa

Date of Manufacture / . 28/11/2024 Date of Expiry/ . 31/10/2027

Jata npon3Boacraa Tonen o

Mfg. License No./

HpouseoacTeenHasn : 59/RR/AP/9T7/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
nuueH3us Ne

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

Analysis performed according ND No / Anasin3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

PageSof 6/ Crp.Su3 6

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 tabnetok B
6mucrep u3 (ITA/AJI/TIBX) donbru
/ amomuHueBoit ¢oneru. Ilo 3
brcTepa BMecTe ¢ HHCTPYKLUeH Mo
MPUMEHEHHIO (mucTrOM-
BKJIaJpIIIIEM) B Ma4YKy KAPTOHHYIO.

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

/ Tlo 7 unu 10 TabneTok B OiucTep u3
(TTA/AJTIBX)  donern / amoOMHHHEBOH
¢doneru. ITo 1, 2 unu 3 6nucrepa BMecTe ¢
HUHCTPYKIME! O HNPUMEHEHHIO (JIHCTKOM-
BKJIaJBIILIEM) B [Ia4Ky KapTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpoBoaKTCs MPOU3BOJUTENEM HPHU BBITYCKE NEPHOANYECKH (C HHTEPBANIOM OJHO HCIbITaHue HA 10 cepuii wim He MeHee 1 pasa B roxm).

[Mokazatenb MOxeT OBITh HE BKIIOUEH B cepTU(UKAT aHATH3a GUPMBL

* [t 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 / Haumenosanune ADC:

Levocetirizine dihydrochloride / JIepoueTupuznHa IUrHIpOXIOPUI

INN/ MHH:

Levocetirizine / JIeBoLeTHPU3UH

ACRHO000141 & ACRH000808

API manufacturer batch number /
Homep cepun nponssoantenas ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH
npousBoauTens I'JID:

FCRA00802 & FCRA00804

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

()
Prepared by / ("7 5_,-./53'% | Checked by / Approved by: Managen{@gf_x_:u_t_igg)f
[MoaroTosieHo: %//’/ " | ITpoBepeHo: Omﬁpcﬁozml Me:&cmﬁepf’ PyxosoanTens
Date / Q GO~ /) cs | Date/ < M)~ Date /
Jlara: -2 Jlata: 25 ~ol-loLs ™ Jlata: 2NN 2047
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

ﬁ’roduct : Allerway film-coated tablets 5 mg
MpoayxT: Annepaii TabaeTKH, MOKPHITHIE MNIEHOYHO 06onouKoi, 5 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne : €2500301 Pa3zmep cepun © 1040300 tab
Analytical Repovrt No./ . 890001788130 Date of Analysis / . 22/01/2025
Anajginrudecknii oTyer Ne JlaTa ananuza
Date of Manufacture / . 28/11/2024 Date of Expiry / . 31/10/2027
JaTa npou3BoacTBa T'ogeH g0
Mfg. License No. /
ITpousBoacTBeHHASs : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuneH3ua Ne
Analysis performed according ND No / Auanus nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page60f 6/ Ctp. 6 n3 6

AF IMumufactinedibykSaconntoyl Dr. Reddy's Laboratories Ltd., India /
Ipoussonurens ADC, crpana: H-p Pegan’c Jlaboparopuc JItn., Uunus
o Survey Ned41, (Formulations Technical Operations - Unit-IIT),

1;;“}:;23; l;:?ls;izlglt;(t):l/zét;ﬁ]:rzosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupqlly (M), Medchal-Malkajgiri (Distr.), Telangana
HETETOREie, STHEaAE HoWeh State, India (License No 59/RR/AP/97/F/R)

i Vuactok Ne 41, (TTpoussoacteerHoe noapazaenenue-Il), bauynaniu
i ﬂﬂOIIIilflKl/l, Bunnamx, bauynamm Manaan, Menuan Mankamxrupy JJuctpukr,
i Bauynamm (B), Bauynannu (M), Meguan-Mankapkrupy (), mwrar
HPOHSEOLCTBO/KORTROMNE Tenaurana, Maaus (JIuuensus Ne 59/RR/AP/97/F/R)
KkayecTBa/Boinyck I'JID /

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.

3aKjroueHne 0 COOTBETCTBHM: «HacToSIMM st TOATBEPXKIal0, UTO NPUBEACHHAS BbIle HHOOpMAaLUs SIBIAETCS JOCTOBEPHOI
¥ TOUHOM. DTa cepus NPOAYKLMH Npou3BeaeHa (BKIoYas ynakoBky (MapKUpOBKY) H KOHTPOJIb KaueCTBa) Ha BhILIEYKa3aHHOH
TPOM3BOACTBEHHOM mUomanke (IUIOIIagKax) B IOJHOM COOTBETCTBHUM C TpeboBamsiMu IlpaBun Hamnexaien
npousBoacTBeHHOM mpakTHku (NeGMP-01887/21/IN ot 28 anpens 2021) u Tpe6oBaHMAMM KOHTpPOJIS KauecTBa
JIEKAPCTBEHHBIX CPEACTB, 4 TAKKE B COOTBETCTBHU CO CNELMUKALUIMH, COAEPKALIMMMCS B PETMCTPALIMOHHOM JOCHE
CTpaHbI-UMIIOpTEPA. 3amicH MO TNPOU3BOJACTBY, YMNAKOBKE H AaHAIH3y INPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE
tpebosanuaM [TpaBun Haexaleit IPON3BOICTBEHHON NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanmne: [Tpoaykr coorseTcTBYET Tpebopanusam HJJ 3akaouenue: OJJOBPEHO

) e
Prepared by / s 2| Checked by / Approved by: Ma.nagcr(@igf:uti\:é?
I'lo,uro‘roanemgp{é’” IIpoBepeno: Z Onobpeno: Menemkep / PykosBoanrens

3

Date / 2.5 0)- Date / Al Date / L
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