o)

5

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lletpun® TtabneTky, NOKphITLHIE INICHOIHOM 060/104KOH, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . B2503102 Batch Quantity / 955 KG /955 KT
Cepusi Ne Pasmep cepuu
Analytical Repovrt No./ . 2002FP25002505 Date of Analysis / 31-10-2025
AHaJIUTHYeCKHUil 0TYeT Ne Jlara ananu3a
Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028
JlaTa npoH3BOACTEA Tozgen no
Mfg. License No. / MA ber: /
IIpou3BoACTBEHHAS : 63/RR/AP/96/F/R i JII-Ne(005456)-(PT-RU)
Homep PY
JIHIeH3ns Ne
Analysis performed according ND: / Ananus nposenex no HJI: JII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl YTRep#aeHbl: 17.02.2025

Result / PesyabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrisie JBOAKOBHITYKIBIE TabNETKH,
TIOKPHITEIE  IUIEHOYHOH  000JI0YKOH
Geyoro IBeTa, C PHCKOH Ha OJHOM
cTopoHe. Ha momepedyHoM paspese —
aapo 6enoro npeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyribie [IBOSKOBBINYKJBlE TablmeTKH,
HOKpPHIThIE IUIEHOYHOM 06omoukoii Genoro
WIK NI09TH OeJIOTo LIBETA, C PUCKOif Ha OXHOU
cropore. Ha monepedHoM paspese sIpo OT
Qeqoro moe modTH 6eI0TO HBETA.

Ne Test / Iloka3arennb
1 Description / Onucanne
2 [dentification /

HaenTnduxanus

HPLC / BOXX

The retention time of the main peak in the]
chromatogram of test solution comply]
with the retention time of the main peak|
in the chromatogram of Cetirizine|
Hydrochloride reference
solution. /

standardreference standard solution (section "Assay").

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 Cetirizine Hydrochloride

BpeMmsi yIepKuBaHWS OCHOBHOIO ITMKa Hal

XpOMATOTpaMMe HCIBITYEMOIO PacTBOp
COOTBETCTBYET BpPEMEHM YAEPXKHBA

CTaHOAPTHOI'O
ruapoxsopuaa.

BpeMa YACpKUBaHUSA OCHOBHOI'O ITHKA HaXpOMaTOI"paMMe
M

OCHOBHOI'0 IIMKa Ha XpoMaTorpaMMexpoMaTrorpamme
pacTBopa ULETUpU3MHALCTUPU3NHA

HCILITYEMOT0  PacTBopal
COOTBETCTBOBATH BpEMEHHY|
OCHOBHOTO K2  Ha
CTAHHApTHOTO  PacTBOpA
TUIPOXIIOpUAA (paznen|
«KoNHuecTBEHHOE OPeIETICHIEY ).

OJDKHO
IepXKUBaHUA

Remarks : The Product confirms to ND/

ITpumeuanne: IIponykT coorBeTcTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Team Member

ey

@

Prepared by / Checked by / IIposepeno: |[Checked by (AQA)/ Approved by: Quality
[ToaroroBneHo: A. Susmitha- Quality ITporepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- [|control- Team Member Ahamadullah Mohammad - ||Ono6peno: O6ecneyenue

Member M

Quality Assurance- Team

kauecTBa/OTBETCTEBEHHOE JULIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member
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Date /Jlata: 7 { < —20L(]

Date /Jlata: £ 1/ ~ 20 2|
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: [erpun® TabneTkH, NOKphIThE WICHOYHOM 000710uK0#H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2503102 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repo:‘t No./ . 2002FP25002505 Date of Analysis / 31-10-2025

AHaJMTHYeCKHii 0TYeT Ne Jdarta ananuza

Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028

Jlata npou3BoOACTEA T'open no

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAN : 63/RR/AP/96/F/R Rt JIII-Ne(005456)-(PT"-RU)
Homep PY

Juensnsa Ne

Analysis performed according ND: / Ananus nposenen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKka 1 MaKeThl yTBepKaensl: 17.02.2025

UV- spectrophotometry /
V@- cnektpodoTomMeTpHs

Complies / CoOTBETCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
'wavelengths with an allowed variation of +2
nm. / Y ®-crieXTphl NOTIOIEH U UCILITYEMOTO
pactBOpa ®  CTAaHFAPTHOTO  pacTBOpa
LeTUPH3HHA THAPOXJIOpHAA B obnacTtu oT 200,
mo 400 HM [OOIDKHBl HMETh MaKCHMYMBI
MOTJIOIIEHH TIPH OJHONM M TOH Xe JJIHMHE
BOJIHBI C IOTYCTHMBIM OTKJIOHEHHEM * 2 HM.

3 Water content /

INot more than 8.0% /

Copep:xaHue BOABI 3.4%/3.4% He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more|
OnHOPOAHOCTL AO3HPOBAHHBIX 3.8/3.8 than 15.0 / Tlokasatens mpuemuemocTd (AV)
e THHHAL ’ \mosmkeH 6BITH He Ooee 15,0.

5 Dissolution / PacTBopeHne INot less than 80% (Q) of the labeled amount

101%, 102%, 101%, 103%, 101%,
103%.

of C21H,5CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) OT HOMHUHAIBLHOTO CONEPIKAHUS
C21H,5CIN,05-2HC] (netnpusuna

MUrHAPOXaopHA) yepes 30 MUH.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoxykT cooTBeTCTBYET TpeboBanuam HT

Conclusion : APPROVED /
Saxmouenne: ONOBPEHO

Prepared by /
[ToaroToBNEHO:

D. Latha - Quality control-
Team Member

Checked by / IIpoeepeHo:
A. Susmitha- Quality
control- Team Member

Checked by (AQA) /
ITpoeepeno (AOK):

Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedcHue
kauectBa/OTBETCTBEHHOE JIUIIO:
CH. Venkateswara Rao- Quality

Re

g

Member [j/{l‘ w‘i,-

Assurance- Team Member L%

tDate /Tata3 [~ O ~20 4"

Date /[lara: [)1 222
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Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykt: [{etpun® TabneTKy, NOKPHITHE INICHOYHOH 060104K0#, 10 M

Market / PoIHOK : Russia / Poccus

Batch No. / . B2503102 Batch Quantity / 955 KG /955 KI"

Cepus Ne Paszmep cepuu

Analytical Repo:‘t No./ . 2002FP25002505 Date of Analysis / 31-10-2025

A”anuTHdeckuii oTueT No Jara anannsa

Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028

JaTa npon3BoaCTBa Topen oo

Mfg. License No. / MA ber: /

IIpousBoacTBeHHas : 63/RR/AP/96/F/R TIHMDEs JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JIIT-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkapoBKa 1 MaKeThl yTBep:kaenbl: 17.02.2025

6 Impurities / IIpumecu
Impurity A /
[Tpumecs A
Impurity B /
[Tpimvecs B
[mpurity C /
[Tpuvecs C
Impurity D /
[Ipumecs D
Impurity E /
[Tpmmvecs E
[mpurity F /
[Tpumecs F

Any individual unidentified
impurity / JIrobas equHIIHAsL
HeuAeHTHULUPOBaHHAs IPUMECh

Total impurities /
CymMa npumecei

Not detected / He o6Hapy»xeHa

Less than LOQ (LOQ = 0.010%) / Huxe
Mpefesa KOMMISCTBCHHOro OTpeIeieHHs
(ITKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Hmwxe
Ipc/ciia KOMIICCTBCHHOrO OIPCACICHHA
(ITIKO = 0,017%)

Not detected / He oOHapyxeBa

0.03% /0,03%

Not detected / He o6Hapy»xeHa

0.09% /0,09%

0.2% /0,2%

INot more than 0.2 % / He 60mee 0,2 %
INot more than 0.2 % / we 6onee 0,2 %
INot more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 % / He 6omnee 0,2 %
INot more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 % / He 6oxnee 0,2 %

INot more than 0.2 % /
He 6oiee 0,2 %

INot more than 2.0% /
He 6onee 2,0%

Remarks : The Product conﬁr-ms to ND/

INpumeuanue: [TpogykT cooTBeTcTBYET TpeboBankaM HI

Conclusion : APPROVED /
Jamouenne: OJOBPEHO

Team Member

e
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Member M

Quality Assurance- Team

Prepared by / Checked by / ITposepeno: |[Checked by (AQA)/ Approved by: Quality
[TosroroeneHo: A. Susmitha- Quality IMposepeHo (AOK): Assurance/Authorized person /
D. Latha - Quality control- |[control- Team Member Ahamadullah Mohammad - ||Ono6peno: OGecrieuenne

KauecTsa/OTBETCTBEHHOE JIALO:
CH. Venkateswara Rao- Quality
Assurance- Team Member

Date /Harta: L —{=—2227]

Date /]{ata:
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[Date /TTata: 3).pp-9024
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

HpoaykT: LleTpus® TaGNETKH, OKPHITHIE INIEHOTHO#H 00011049K0i, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2503102 Batch Quantity / 955 KG / 955 KT"

Cepnst Ne Pazmep cepHH

Analytical Repovrt No. / . 2002FP25002505 Date of Analysis / 31-10-2025

AHaJMTHYECKHIi oTueT Ne Jata ananusa

Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028

JlaTa npoM3BOACTBA Topen oo

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAA : 63/RR/AP/96/F/R number: JII-Ne(005456)-(PI'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Ananus nposegen no HJL: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapKkHpoBKa M MaKeThl yTBep:aenbl: 17.02.2025

7 Assay / KontndecTBeHHOE
onpeneieHHe

9.93 mg/ 9,93 Mr

INot less than 9.0 mg and not more than
11.0 mg C21H2sCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 MT O

99.3%/99,3% 11,0 mr C21H25CIN2O3-2HCI (uernpususa
inurunpoxiopun) B Tabnetke (ot 90,0 % mo
110,0 % OT HOMHHAJILHOTO CONCPKAHHU).
8 Microblological purity* /
Mukpoéuonorudeckas
gueroTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
\O61mee IUCIIO adpOOHBIX He 6oxee 1000 KOE/r
MHMKPOOPTaHH3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g/
mould count / O6mmee qucno He Gomee 100 KOE/T
MPOOKEBEIX M IIECHEBBIX TPUOOB Not Applicable

c) E. coli

Shall be absent in 1g/ OtcyrctBHE B 1 T

eenue TabeTOK

9 Subdivision of tablets /

Complies / COOTBETCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkd COOTBETCTBYIOT TPEOOBAHUAM, ECIIH

He Oonee 1 enuHKYHAs Macca OTKJIOHACTCA 3a

—

Remarks : The Product confirms to ND/
INpumeuanue: [Iponykr coorsercTByeT Tpedosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ToaroToRAEHO:

D. Latha - Quality control-
Team Member

Checked by (AQA) /
ITpoeepeno (AOK):

Checked by / IIpoBepeHo:
A. Susmitha- Quality
control- Team Member

A

Member

Alns

Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Omo6peHo: ObecnieueHne
kagecTsa/OTBETCTBEHHOE JIHIIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member

Date /fata:  \ ~cr2201]

[Date /Tata: 3/~(0 ~ 902X ||Date /Hara: zHD/lDJ—j/

Date /flata: Q\ 1 © ox”




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIA3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Letpua® TaGNeTKH, NOKPHITHIE IIEHOTHOM 060/104K0i, 10 Mr

Market / PeiHOK : Russia / Poccusa

Batch No. / . B2503102 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repo:‘t No./ . 2002FP25002505 Date of Analysis / 31-10-2025

AnanurudeckHii oTaeT Ne Jlarta aHajiu3a

Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028

J{aTa npou3BOACTBA TomeH oo

Mfg. License No. / MA number: /

TIpon3BoacTBeHHAS : 63/RR/AP/96/F/R ' JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3ust Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITI-Ne(005456)-(PI-RU)-150524
Labeling and artworks approved: / MapknpoBka u MaKeTh! yTBepaensi: 17.02.2025

npenenst 85%-115% oT cpenHeli Macchl.
TabneTku He COOTBETCTRBYIOT TpeOOBaHUAM,
ecnu 6onee ueM 1 HEOUBHIyaNbHAS Macca
OTIJIOHAETCS OT ITHX TIPEJeIIOB WIH, eciu 1
MHIKNBHIYyalbHad Macca OTKIOHAETCA 3a
npenenst 75%-125% oT cpenHei MaccHl.

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blicter. 3 blisters and patient informatinn
leaflet in a carton. / ITo 10 TabmeTok B
[MBX/T1JIBX//amomMuHuEBOM OIHCTEDE.
[To 3 GnucTepa BMecTe ¢ TUCTKOM-
BKJIa/IbILIEM YIIAKOBAHEI B TAUKY

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 hlisters and patient infarmation leaflet in
a carton. /

[To 10 TabyeTok B
[IBX/TTJIBX//amomunuesom Gnucrepe. I1o 2
HiIK 3 GIEcTepa BMECTE C JIMCTKOM-
BKITA[IBIIIEM YIAKOBAHEI B IAYKY KADTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / IIpoBoUTCA TPOU3BOAMTENEM IIPH BBIITYCKE ICPUOAHIECKH: IS Kaxoii 20-0i cepun
wid He MeHee | pasa B rop. ITokasatens MoxeT ObITh He BIoueH B CepTudukar aHanusa QupMEL

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoxykr coorseTcTByeT TpeGoBanmsiM HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Team Member

=

Member M

Quality Assurance- Team

Prepared by / Checked by / ITposepeno: |[Checked by (AQA) / Approved by: Quality
[ToaroToBneHo: A. Susmitha- Quality ITposepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||control- Team Member Ahamadullah Mohammad - ||Ono6peno: Obecneucnye

kagecTBa/OTBETCTBEHHOE JIULIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member b~/

Date /Jlata: ¢ {2 A" |

|Date /JTara:

2l-[0-90%

Date /JTata: 3\/(0(20%/ "Date/l[ara: 2| =000
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Lerpun® TabneTky, NOKphITHIE IIeHOIHOH 060/104K0#, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2503102 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002505 Date of Analysis / 31-10-2025

AnaauTHYeckHii oTyeT Ne JlaTa aHanmM3a

Date of Manufacture / . 10-10-2025 Date of Expiry / 30-09-2028

JlaTa npoH3BoACTBA T'opeH a0

Mfg. License No. / MA number: /

IMpousBoacTBEHHAS : 63/RR/AP/96/F/R n ) JIII-Ne(005456)-(PT-RU)
Howmep PY

Juuen3us Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKHpOBKa H MaKeThI yTBepxaensl: 17.02.2025

API name / Haumenoranne A®C:

Cetirizine dihydrochloride / IleTupu3nHa IMIHAPOXIOPH

INN / MHH:

Cetirizine / IleTupusuz

Homep cepnn cy6ecTanuuy npouspoautess I'JIM:

API manufacturer batch number / BT00-25039
Homep cepun npoussoautensa AD®C:
FP Manufacturer API Batch number / FBSA00205

API Manufactured by & country /
Ilpouseoaurens A®C, crpaHa:

Glochem Industries Private Limited, India /
I'nmoxem Uunactpuec Hpaiisut Jlamuten, Munus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeunoBaHHe, agpec, THIEH3HA 1A
IIponsBoacTBeHHas miowanka / Ilnomaaka KOHTPOIs
kadecrsa / Iltomaaka BeImycka

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpouseoacTBeHHOE NoApasaencHue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynanin

Bunnamk, bauymamwm Maupgan, Menuan Manakamxrapu
Juctpukt — 500090, mrtar Tenanrana, Manus (Jlanensus Ne
63/RR/AP/96/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 of the Eurasian Economic Union 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 of the Eurasian Economic Union is established».

3akui09enne 0 cooTBercTBUN: «HACTOAMMM S MOATBEPXK/AI0, YTO NPUBEIEHHA] BhIIIE HHOOPMAIMA ABIAETCS AOCTOBEPHOH M
TOYHOM. DTa Cepus MPOIYKIHMM TPOM3BEAEHA (BKIIOYAs YIIAKOBKY (MapKMPOBKY) M KOHTPOJb KadeCTBa) Ha BHINIEYKA3aHHOH
TIPOM3BOJCTBEHHOM TUTOMAMNKe (TUIOMAKAX) B TIOMHOM COOTBETCTBHH C TpeGopaHMAMH [TpaBui Hajiexallel NPOM3BOACTBEHHOK
HpakTHkW FRPAIAACKOTO AKOHOMWYECKOTO COMRA W TPEOOBARMAMH KOHTPOJA KaieCTBa JICKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBUH CO CHENHPHKAIMAMH, CONEPKANIMMUCA B PETUCTPALHOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3alHCH 10 MPOU3BOJCTBY,
YIIAKOBKE M AHATH3Y NPOBEPEHBI, M YCTAHOBJIEHO HMX COOTBETCTBHE TpeGoBamHMAM Ilpaun Hajyexaulell MpOM3BOJCTBEHHOH
MpakTHKH EBpasuiiCKOro 3KOHOMHYECKOTO CO03a».

Conclusion : APPROVED /
3akmouenne: OAOBPEHO

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedcHUe
kauecTBa/OTBETCTBEHHOE JINIIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member L/

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykr cooreTcTBYeT TpeboBarmsM HJT

Checked by (AQA) /
ITposepeno (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team

Member /é% M‘_&

Date /flata: % HZ)/QOZE

Prepared by /
[loaroroeneHo:

D. Latha - Quality control- ||control- Team Member
Team Member

Jo | P

Date /[ata: 1\ Ao 1.9\5*Eate flla'ra:g/ ~0- %0 p(

Checked by / IIpoBepeHo:
A. Susmitha- Quality

Date /JlaTa: 2| ~to oA~




