Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS

CEPTHOHICAT

AHAJIMSA

“Product : Allelway film-coated tablets 5 mgp
[IpoaykT: Ajiepii TabaeTKI, NOKPLITLIC N nJICHOUHOMH 0D0JIOUKO. Sw™r

' Batch No /
Cepnst No

- C2206152

| Analytical Report No /
AHanuTHueckuii oruet Ne

Date of Manufacture /
Jlata 1ponsBsojcTBa

Analysis performed according N

890001595656

052022

| No

Test / IToka3aTejb

Result / Pe3ynbTaTh

1 | Description / Onncanne

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. / OBanbHbIC
NIBOSKOBBLIMYKNbIC Tabie KK,
HOKPBITHIC TLACHOUIOH 00010"KOT
©eoro 1BeTa, C OJIHOH CTOPOHbI
riiagKye, Ha 1pyroi cTopoHe
rpasuposka «R 5». 11a noncpeutom

- oy LLH 00
D: / Ananus I][‘mllt‘;llll i 110 HI[ JITT- 004008 200820

“Batch Quantity / : 1040300 tab /
O6nem cepin 1040300 tab
' Date of Analysis / . 22/06/2022
Jlavaavanuza -
Date of Expny/ 1 04/2024 o
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Specification / Hopma

Oval, biconvex, white to off-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBafbHble
IBOSIKOBLINYKJILIE  TabneTkn, NOKpPBITHIC
meHOUHOH ofnmoikoi OENOro Wan NOYTH
Genoro 1BETa, ¢ OJJHON CTOPOHBI TMAAKHE,
Ha pyroil cropote rpaBupoBka «R 5». Ha
fornepeiHoM paspese AApo OT Henora 1o

paspese siApo 6enoro usera. nouTy 6eNoro UBETA.

2 | Identification. Complies—as pres—cribed / The retention time of the main peak in the

Levocetirizine/ CooTBeTcTBYET TPeOOBAHUSAM chromatogram of test solution should
HoaMNHHOCTS. comply with the retention time of the main
JleBoLeTHPH3HH peak in the chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / BpeMsi ynepxuBaHHs
OCHOBHOTO MHKa Ha XpOMaTorpamMmmMe
MCNbLITYEMOTO pacrsopa JOJKHO
COOTBETCTBOBATh BPEMEHU YIEPKHBAHUS
OCHOBHOIO MMKa Ha XpomarorpaMme
pacTBopa CTAaHAAPTHOTO obpaszua
NCBOLETHPH3MIA JUTHAPOXIOpUAa (pasaen
«KosMyecTBEHHOE ONPEACIEHUEY).

132.66 mg / 132,66 Mr 133.25 mg £ 4 % (127.92 to 138.58 mg) 7 |

133,25 mr £ 4 % (ot 127,92 no 138,58 mr)

3 | Average weight /
Cpennsist macea

| Not more than 15 min/
He 6onee 15 MuH

4 | Disintegration / 07 min/ 07 MuH

PacnagaeMocTh

I

Remarks : The Product confirms to ND/
[ pumeuanne: [TpoykT COOTBETCTBYET TPEOOBAHNSAM HA

Conclusion : APPROVED /
3axsmouenne: OJJOBPEHO

o

Checked by / Tlposepeno:

—————m

Prepared by / [Toarorosnexo: //}O

Approved by: Manager/ Onobpeno: Menepkep

Recoted R MLeadtf

Date / Hara: %@&—Z&% Date / Jlara: QY ~OE - 2022

Date / larta: 2/(7’0(6 2022~




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Jlara npon3Bo/icTBa

TIposykT: Anaepsaii TabNETKH, TOKPbITbIE [17IEHOUHOM 000104KOMH, 5 MT )
Batch No / : C2206152 Batch Quantity / : 1040300 tab/
Cepus Ne O6beM cepiiu 1040300 tab
| Analytical Report No / : 890001595656 Date of Analysis / - 22/06/2022
_AHaﬂl/ITH‘{eCKl/lﬁ orueT No JaTta anannsa -
Date of Manufacture / 0572022 Date of Expiry / : 04/2024 ]
‘ I"ouen J10

Analysis performed according ND: / Anaiu3 nposeies no HJL: JIT-0

04008-200820
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5 | Dissolution / PactBopenne Unit-1/Tabn.-1 100% Not less than 80 % (Q) of label claim of |
(Staze =D TR | 00| G i 20 min. 1 e e
Unit-3 / Tadn.-3 97% 80 % (Q) OT HOMMHANBLHOIO COAEPKAHUSA
" Unit-4/ Tabn.-4 79% S;f:;ﬁiﬁ;iﬁgpez& Zénx‘:f””pm””a
Unit-5 / Ta6n.-5 97%
Unit-6 / Ta61.-6 98% |
(Stage - 2) Unit-7 / Tabn.-7 103%
| Unit-8/Ta6n-8 |  94%
Unit-9 / Tabn.-9 100%
| Unit-10/ Ta62.-10 103% |
| Unit-11/ Ta6n.-11 100%
~ Unit-12/ Ta6n.-12 102%
Average 98%
| 6 | Related Substances / [locTroponnue npumecn

Impurity A / Ilpumecs A

Impurity B/ [Tpumecs B

Not detected / He oOHapy»KeHa

0.02% /0,02%

| Impurity C / Mpumecs C

-lmﬁ'ity D/ [pumecs D

 Impurity E / Tlpumecs E

Not detected / He oOHapykeHa

Less than LOQ (LOQ: 0.004%)Huxe
npezena KoaM4eCTBEHHOTO

onpenenenus (ITKO : 0,004%)

0.03% /0,03%

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/
IMpumeuanue: [TpoAYKT COOTBETCTBYET TPEOOBAHNSAM BHA

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by / HOLIFOTOBHW)
o=

Checked by / T'lpoBepeHo:

Approved by: Manager/ Onobpexo: Menemikep

el Ronl Necty

Date / [lara:

o h-0612) -

Date / [lata: Qpp ~06 ~2022_

Date / Jlara: ) _o6-2.021




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[ Product : Allerway film-coated tablets 5 mg

 [TpoaykT: Annepsoi TabneTky, l‘lOKprTbIe naeHoyHoil 06010ukoH, 5 Mr

Batch No/ : C2206152 Batch Quantity / © 1040300 tab/

| Cepus Ne Obbem cepuu 1040300 Tab
Analytical Report No / : 890001595656 Date of Analysis / : 22/06/2022
AHaINTHYECKHH oTHET Ne Hara ananunza -

Date of Manufacture / » 05/2022 Date of Expiry / = 0412004

JlaTa NpON3BOACTBA onen no - -

Analysis performed according ND: / Ananus nposeaex no HJL: JIN-004008-200820
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Impurity F / I1pumecs F

impurity / Jliobas eaunuyHas
HenaeHTHdnunpoBatHas
npumech

Not detected / He oGnapyskeHa

Impurity RCT-3 / Tlpumecs 0.05% /0,05%
RCT-3
Any 'Any individual unidentified | BDL /perucrpauuu

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

"Not more than 0.30 % / He 6osee 0,30 %

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

Total impurities /
Cymma npumecei

0.1%/0,1%

Not more than 1.5 % / He Gonee 1,5 %

S-isomer - not more than 1.5 %
S-nzomep - ne 6onee 1,5 %

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

7 | Chiral purity / XupannHaa | Not detected / He obHapy»xena
YnCTOTA
8 | Loss on drying / Iloteps B 2.3%/2,3%
Macce NpH BHICYIIMBAHUH
9 | Microbial enumeration tests / Mukpobuoyiorndyeckasi Y4HCTOTA

a) Total Aerobic Microbial
Count / O01uee yucno
a3pOOHBIX MUKPOOPraHH3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Ob1lee uncio
NPOAOKEBBIX W NJICCHEBLIX
rpubos

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

[ ¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByer B 1 1

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in 1 gram /
OtcyTtcTBUE B 1 T

Remarks : The Product confirms to ND/

-

IIpnmeuanue: Ipoaykt coorseTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Ilojrorosneno:

Checked by / IlposepeHo:

@mﬂ

Approved by: Manager/ Onobpeno: Menemxep

Date / Jlara:

DAt JobE

Date / Jlara: ‘D0l ~06~ 2020

Date / JlaTa: 9 (—06,_.2/02/2/




Dr.Reddy’s ":’.

Product : Allerway film-coated tablets 5 mg

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

[ TpoyKT: Asuiepsaii TabAETKH. MOKPHIThIE TNIEHOYHOH 06004KOiT, 5 MI

Batch No / : C2206152 Batch Quantity / - 1040300tab/
Cepnsa Ne Ob6bem cepii 1040300 Tab
Analytical Report No / : 890001595656 Date of Analysis / : 22/06/2022 R
 AHanNTHYECKHH oTueT Ne Hara aHanusa B
Date of Manufacture / : 05/2022 Date of Expiry / . 04/2024
Jlara nponspojacTsa T'oneu oo -

Analysis performed according ND: / Anams nposeJies no HA: HH-O%OOS-ZOOSZO
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10

Uniformity of dosage units /
OHOPOIHOCTH RO3HPOBAHMSA

2.712,7

The acceptance value (AV) should be less
than or equal to 15.0 / TlpuemouHoe
3nadenue (AV) nomkHO ObiTh He Oonee
15,0.

11 | Assay / Koanuecrsennoe 5.02 mg/ 5,02 mr 4.75 mg to 5.25 mg of Cz1Hz5CIN;O3-2HCI
onpenenenue (levoceltirizine dihydrochloride) per tablet. /
Ot 4,75 mr 10 5,25 Mt Cy1H25CIN,O5-2HCI
(meBolleTUPU3NHA  AWTHAPOXIOPUA) B
TabneTke.
12 | Packaging / YnakoBka 10 tablets in (PA/A/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters «ud | fvil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / TTo 10 Ta6nerok B Gmuctep u3 | pack./Tlo 7 unn 10 tabuerok B Gnuctep us
(ITA/AJI/TIBX) dbonbru /| (TA/AJI/TIBX) donbrn / anoMuHueBoi
amomunuesoit donbry. ITo 3 6anctepa | ponbru. Ilo 1, 2 wim 3 Onancrepa ¢
C MHCTpyKLMeN 1O TNpPUMEHEHMIO B | MHCTPYKUMEH 110 TMPUMEHCHUIO B NayKy
1lauKy KapTOHHYIO. KapTOHHYIO.
13 | Labeling / Mapkuponka According to ND /B cootercrnn ¢ HJ
14 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbiwe 25 °C.
Xpanenue
15 | Shelf life / Cpox rognocTn

12 years / 2 rofa R

Remarks : The Product confirms to ND/
IIpnmeuanue: [Tposykt cootBeTcTBYET TpeboBaHuaM H/JI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / HOAFOTOBnWﬁ_/

Checked by / I1posepeHo:

{2~

S

Approved by: Manager/ OnofbpeHo: Menemxkep

Deado Rontaesbey”

Date / JlaTa:

ey

Date 7 ata: o (¢ ~66 - Dopp| P2t

e/ Jlara: 27 o6 o2~




