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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ! td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badadi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTU®HUKAT AHAJIU3A

lel : +91 98166 56601-02

wwyv.drreddys.com
Page 1 of 7/Ctp. 1137

‘Ne

Product/ : Ketorol gel for external use 2 %

TMpoaykr Ketopon®, renb mu Hapy»kKHOro npumeHeHns 2 %

Plariet; Russia / Poccus

PriHOK

Batch No/ V250558 Batch Quantity / : 32387.00 units/
Cepnai Ne - Pa3swep cepum . ~ 32387.00 emuHun
'Analytical Report No/ 040003007298 Date of Analysis / : 28.07.2025
AHauTHYECKUI oTuyeT No JaTa aHayu3a

Date of Manufacture/ 07/2025 Date of Expiry / 1 06/2027

JlaTta npou3BoacTBa Togen no (BKa.)

Mfg. License No. / MNB/05/263 MA number/ : JITT-Ne(001119)-(PT -
ITpoN3BOoJCTBEHHAS JIHIEH3HS Homep PY RU)

!‘Analvsis performed according to ND / Anaaus nposened no H: JIII-Ne(001119)-(PI'-RU)-210623

No Test / IlokazaTens |
1 :Description / Onucanue

3amaxom.

2 Identification / MnenTudukauus
2a |Ketorolac tromethamine /
Keroponaka TpomeTamuH

Result / PeayabTaThl

Homogeneous transparent gel with
| characteristic odor / OnHOpo nHbIi
| NPO3pAYHbIif Telb ¢ XapaKTEePHBIM

Complies as prescribed /
CooTBETCTBYET

Specification / Hopma

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOPOIHBIA NMpO3payHbLil WK

N0y pO3paiyHbIi Ieflb C XapaKTEPHbIM
3amaxom.

| The retention time of the main peak in the

chromatogram of test solution should
correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /|
Bpemsi ynepHBaHHS OCHOBHOTO TMHKa
HA ~ XpOMAaTOrpaMMe  UCIBITYEMOrO |
pacTEOpa  NOJDKHO  COOTBETCTBOBATh
BpEeMEHH YAEP)XHUBAHHs OCHOBHOI'O MHMKA
Ha XpoMaTorpamme pacTBopa
CTaHgapTHOro  ofpasua  KeTopoJsaka
TpOMETaMHUHA (pasnen
«KonuuecTBeHHOE onpeneNeHue» )

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykT cOOTBETCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

Prepared by / Checked by/
[Moarorosnexo: Pravesh Rana j IMposepeno: Ramakant

iyl

Approved by: Manager/ Executive /
OnobpeHo: Menemxep / nyononmenb

Amit Kumar -
B

8

Reprint Date /
JHarta: 28.07.2025

Reprint Date /
Jata: 28.07.2025

Reprint Date / L
Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCN04A507
www.drreddyscom
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Product / Ketorol gel for external use 2 %

Ipoaykr  Keroposn®, resb uis HapyKHOrO NpUMeHeRHs 2 % = )
Manker Russia / Poccnn

Phinok =

Batch No/ V250558 Batch Quantity/ : 32387.00 units/
Cepusi Ne T . Pasviep cepun 32387.00 eavHuULL
Analytical Report No / 040003007298 Date of Analysis/ : 28.07.2025
AHaJMTHYeCKHii 0T4eT No |Jlara anasm3a o

Date of Manufacture / 1 07/2025 Date of Expiry/ : 06/2027

Jlara npou3poacTRa — Togen no (BKJL)

Mfg. License No. / MNB/05/263 MA number/ + JITI-Ne(001119)-(PI"-
IIponsBoacTBeHHAs JIMLIEH3US Homep PY RU)

Ne

|Analysis performed according to ND / Ananus nposeaed no H/I: JII-Ne(001119)-(PI'-RU)-210623

Ne Test / Ioxa3zaTens

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MeTunnaparuapokcubeHsoar
HATPHUs W NPONUITIapard IpoKCU-
OeH30aT HATpUA

CooTBeTCTBYET

3 ”Weight of package content/ 305¢g/305Tr
Macca coagepxumoro

YNaKoBKH

4 EpH of aqueous suspension / : 69
pH BoaHoii cycnensuu

Result / PesynbTaThl
Complies as prescribed /

Specification / Hopma |

| The retention time of the sodium methyl-i
parahydroxybenzoate and sodium propyl |
parahydroxybenzoate peak in the |
chromatogram of the sample preparation
corresponds to that m the chromatogram
of the standard preparation (Assay
section). / BpemeHa yzaepXuBaHus
OCHOBHBIX MNHKOB Ha XpoMaTtorpamme
UCILITYEMOr O pacTBopa  JOJIKHBI
COOTBETCTBOBAThH BpEMEHaM |
YAEp)KMBAHUSI OCHOBHbIX ITHKOB HA |
XpOMaTOrpaMMe pacTBOpa CTAHAAPTHBIX |
00pa3sLoe MeTWInaparuapokcHéeH3oaTa |

u npoNuiInapard ApokcubeH3oara. |
(paznen «KonnuectBeHHoe
onpe aesieHUe»)

Should correspond to the requirements / |
B cooTBeTCTBUH ¢ TpeOOBAaHUAMIL.

16.0-7.8/0160 10 7.8 i
|

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykt cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/
IMoxrorosneHo: Pravesh Rana ¢ TTposepeno: Ramakant

Bt

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pym&aonmenb

Amit Kumar -
NS

Reprint Date / L

Hara: 28.07.2025

Reprint Date /
Jlata: 28.07.2025

Reprint Date / ¥
Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L8S195AP1584PLCNO4507
ww'w.drreddys.com
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Ne

Product/ Ketorol gel for external use 2 %

Mpoxyxr Ketopon®, renb njs Hapy»Horo npumeHerus 2 %

S Russia / Poccus

Prinox

Batch No/ V250558 Batch Quantity / : 32387.00 units/
Cepua Ne Pazmep cepuu 32387.00 eanHmn
Analytical Report No / 040003007298 Date of Analysis / : 28.07.2025
AHajMTHYecKHi oTyer Ne Mara anaansa

Date of Manufacture / 07/2025 Date of Expiry / 2 06/2027

JlaTa npousBoacTBa = Tonen no (Bka)

Mfg. License No./ MNB/05/263 MA number/ : JIT1-Ne(001119)-(PI"-
Mpou3roaCTBEHHAS JIHILEH3HS Homep PY RU)

Ne
5 | Viscosity / Baskocrb

Test / oxaszarennb

' Result / Pe3yabTaTbl

7.2 poise /7.2 nya3

6 | Related substances / Ipumecu '

IAny single unidentified
impurity/ ExuHu4uHas
HeMJIeHTUOULIUPOBaHHAs
pUMEChH

Total impurities / Cymma
| npmMcecri

:Ketorolac 1-keto analogu-e /
1-KeTOaHAIOr KETOpOJIaKa

Ketorolac 1-hydroxy analogue/
l-ruapoKcUaHanor KeToposaka

Below LOQ (LOQ= 0.020 %)/
[Hixe mpesiena Konu4ecTBEHHOro
onpenenenus (MKO = 0.020 %)

Below LOQ (LOQ=0.020 %)/
[Hipke npepgena KOJIMYECTBEHHOTO
onpenenexus ([IKO = 0.020 %)

Below LOQ (LOQ = 0.025 %) /
Huxe npenena KOJMYEeCTBEHHOTO
;onpeueneﬂm (ITIKO =0.025 %)

Below LOQ / Huxe npenena
KOJIH'IOCTDEIIIIONO OnpenesieHis

|Analysis performed according to ND / Ananns nposeaed no HJI: JITI-Ne(001119)-(PI'-R U)-210623

Specification / Hopma

| Between S and 12 poise /
Ot 5 po 12 mya3

[ Not more than 1.0 % /He 6onee 1,0 %

!Not more than 0.5 %/ He Gonee 0,5 %

| Not more than 1.0 % / He Gonee 1,0 %

Not more than 3.0 % / He 6oJee 3,0 %

7/ |Microbial limits / MikpoOMosioruyeckasn 4ucroTa

Total aerobic microbial count/ | Less than 10 CFU/g /Mewnee 10

OO6wee yucno adpobHbIX
MWKPOOPTaHH3MOB

KOE/r

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

Remarks : The Product conforms to ND /
Ilpumeuanne: IIpoaykT cooTBeTCTBYET TpebopanmwsiM H]J

Conclusion : APPROVED /
3akarwuenne: O1OBPEHO

Jara; 28.07.2025

Hara: 28.07.2025

Prepared by/ - | Checked by / Approved by: Manager / Executive /
Moarotoeneno: Pravesh Rana /| Tlposepero: Ramakant Onobpeno: Menemkep / Pykooputens
@* Amit Kumar
y N
Reprint Date / Reprint Date / ; Reprint Date / b

Jata: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hils, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwa.drreddys.com
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| Ne

Product/ Ketorol gel for external use 2 % _

ITpogykt Keropon®"), renb 1jis HApy»KHOro npuMeHeHus 2 %

Marlset] Russia / Poccus

PriHok

Batch No/ V250558 Batch Quantity / : 32387.00 units/
Cepus Ne Pasmep cepun 32387.00 ennHuL
Analytical Report No / 040003007298 Date of Analysis / : 28.07.2025
AnajuTUYecKuil 0TYeT No HMara asaqmza

Date of Manufacture/ 07/2025 Date of Expiry/ 1 06/2027

Jlata NpoM3BOACTBA I'open po (BKJL.) ]
Mfg. License No./ MNB/05/263 MA number/ : JITI-Ne(001119)-(PT -
TlpoH3BOACTBEHHAS JHLICH3HSA |Homep PY RU)

1Agalysi§__perf0rmed according to ND / Ananu3 npoBeaeH no I-flI: JII-Ne(001119)-(PT-RU)-210623

Ne Test / IlokazaTesib Result/ Pe3yabTaThl Specification / Hopma
' Total combined yeast and | Less than 10 CFU/g /Menee 10 | Not more than 10! CFU/g /
molds count / O6luee uncno KOE/r | He 6onee 10' KOE/r
| IPOAOKEBBIX U MJIECHEBBIX
rpnbos
Pseudomonas aeruginosa Absent in 1 g/ Orcyrctayer B Ir | Should absent in 1 g/ OtcyTcTsue B Ir
|
Staphylococcus aureus | Absent in 1 g/ OrcyrerByer B It | Should absent in 1 g/ OtcyTcTaue B Ir
pE—— E— — | —— [
8 | Assay / KonuuecTBeHHOE onpee/ieHHE: '
Ethanol / DraHon ' 99.1 % ~ |NLT 85% and NMT 115% of the |
labeled amount /
| |Or 85 po 115% or 3asBAEHHOro
. KOJIMYEeCcTBa
'Dimethyl sulfoxide / 99.4 % 'NLT 90 % and NMT 110 % of the|
Jumetnicynshoken labeled amount / Ot 90 mo 110% ot
3asBJICHHOT'O KOJIM4€CTBA
| Sodium methyl parahydroxy- 99.1 % ~[NLT 90 % and NMT 110% of the|
| benzoate / MeTtunmnapa- labeled amount / Ot 90 no 110% or
| I'HApPOKCHOEH30aT HATpUs 3asBJIEHHOT'O KOJINYECTBa ‘
- ' Sodium propy! parahydroxy- 98.6 % 'NLT 90 % and NMT 110% of the |

benzoate / Ilponuniapa-
CUAPOKCHOECH30aT HaTpust

|labeled amount / Ot 90 go 110% or
3asBJICHHOr0 KOJIMYECTBA

Remarks: The Product conforms to ND /
Ilpumeuanne: IIpogykT cooTBETCTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by/
IMoarorosneno: Pravesh Rana IpoBepeno: Ramakant

B

ke

Approved by: Manager/ Executive /
Onobpeno: Menemxep / PykoBomutelib
Amit Kumar i A

/\ —

i

Reprint Date / \

Hata: 28.07.2025

Reprint Date /
Hara: 28.07.2025

Reprint Date /
Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hils, Hvderabad - 500034, Teiangaita, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
ww'y.drreddys.com
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Product/ Ketorol gel_for external use 2 %

Ipomykr Ketopon®D, resib 11151 HApY»HOro npumeHeHus 2 % -
Man'eet Russia / Poccus

| PbinOK N
Batch No / V250558 Batch Quantity/ : 32387.00 units/
Cepusi Ne Pazmep cepun 32387.00 equnuy
Analytical Report No / 040003007298 Date of Analysis/ : 28.07.2025
AHaMTHYecKHii oTueT Ne JlaTa ananmsa §
Date of Manufacture/ ¢ 07/2025 Date of Expiry/ : 06/2027

JlaTta NpOM3BOACTBA —— - T'oneH po (K1) =

|Mfg. License No. / MNB/05/263 MA number/ : JII1-Ne(001119)-(PT -
IIpousBoacTBEHHAS JHLCH3INA Howmep PY RU)

No

Analysis perfornT(l according to ND / Anasn3s nposeuéﬂ no HJI: JITI-Ne(001119)-(PT-RU)-210623 S

Ne | Test / ITokasaTe b

Result / Pe3yabTaThl

Specification / Hopma

| Ketorolac tromethamine / 100.2 %
KeTtoponaka TpoMeTamuH [

9 | Package / Onucanue
yNaKOBKH

NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 mo 110 % ot
3asIBJIEHHOTO KOJIMYECTBA

130 gin a laminated aluminum tube equipped with tamper-evident membrane. 1
tube together with patient information leaflet in a carton. / ITo 30 r B TYOy u3
JAMUHMPOBAHHOTO  aNOMHHHUS,

cHaOkeHHyt0 MeMOpaHOH [  KOHTpPOIA

nepsoro BckphiTHA. [lo 1 TyGe BMecTe ¢ HMHCTpyKUHMEH MO MEAUUMHCKOMY
{ NPUMEHEHUI0 (JIMCTKOM-BKJIAbIIIEM) B TAYKy KapTOHHYHO.

Remarks : The Product conforms to ND /
Ipumeyanue; IIpogyKT cOOTBETCTBYET TpeboBaHUAM HJT

Conclusion : APPROVED /
3axkawuenune: OJOBPEHO

Prepared by / 1 | Checked by/
IToaroroBneHo: Pravesh Rana [TposepeHo: Ramakant

]

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBogutenb
Amit Kumar 2 AN

Reprint Date /
Hara:28.07.2025

Reprint Date /
Jara: 28.07.2025

Reprint Date /
Hara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCNOA507
wwa.drrea'dys.com
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Product/ : Ketorol gel for external use 2 %
|Hpoaykr Ketopoa®, reiib s HapyKHOro MpuMeHenus 2 % -2 -
Market) Russia / Poccust
Prinok
Batch No/ 1 V250558 Batch Quantity / : 32387.00 units/
Cepus Ne Pasmep cepni 32387.00 eauHny
Analytical Report No/ : 040003007298 Date of Analysis / : 28.07.2025
AnajsuTu4ecKnii oTyeT N _ |Hara anasusa
Date of Manufacture / 1 07/2025 Date of Expiry / : 06/2027
|laTa npou3BoACTBa |Toxen no (Bx.) _ ]
|Mfg. License No. / : MNB/05/263 MA number/ : JII-Ne(001119)-(PT -
IIpousBoACTBEHHAN JIULICH3HS Homep PY RU)
No
Analysis performed according to ND / Anaau3s nposeaen no HJI;: JIH-.N‘Q(O!]II]‘J)-(PF-RU)-2106-23
API name / HanmMeHoBanne A®C: Ketorolac tromethamine / Ketoponaka TpomeTamuH
|INN /MHH: ' Ketorolac / Ketoponak
| API manufacturer batch number / ABSHO001207

Homep cepuu nponsoauTtes ADC:

| FP Manufacturer API Batch number/
Homep cepuu cydcTaHuMn FESA00168
npousoaurens I'JID:

API Manufactured by & country/
IIpoussoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pennu'c JlabopaTtopus Jita, Unauns

'Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
FP manufacturing site / Control site / | Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

Release site / MNB/05/263) /

Haunmenoranue, agpec, auuensus ang | I-p Pennu’c JlaGopatopuc Jita., Unnus, ITponssoncTeeHHoe
IlponsBoAcTBEHHAs MIOANKA / noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Juctpukt ConaH,
ITnomaaka KoHTpOAs KayecTra / X.I1., 173205, Unpus (uuensus nomep MNB/05/263)

| ILnouraaxa BobINy cKa |

Remarks : The Product conforms to ND /
Ipumeyanne: [TpoayKT COOTBETCTBYET TpeGoBaHwsiM HJJ

Conclusion : APPROVED /
3akawuenve: OJOBPEHO

Prepared by / Checked by/
IMoaroropneHo: Pravesh Rana IIposepeHo: Ramakant

Approved by: Manager / Executive /
Opnobpeno: Menenxep / Pykosoaurens

%M/‘— Amit Kumar N\
g N
Reprint Date / Reprint Date / . Reprint Date / ¥

Hara: 28.07.2025 Hara: 28.07.2025 Hara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L8S195AP1984PLCN04507

wwadrredd ys.com



Q.." Dr. Reddy's Laboratories Ltd.
( s Formulation Unit-6
Dr.Reddy s '. Vill. Khol, Nalagarh Road, Bad,
Distt. Solan, H.P., 173 205, iNDIA
Tel ; +91. 98165 56001-C2
www.drreddys.com

Page 7 of7/CTp. Tuz 7

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product/ : Ketorol gel for external use 2 %

Mpoaykr KeTopon®, renb s HapykHOr o npuMeHeHHUs 2 % - - a
PAasal) Russia / Poccua

Prinok -

Batch No/ : V250558 Batch Quantity/ : 32387.00 units/
Cepust Ne B { Pasmep cepun 32387.00 eanHun
Analytical Report No / : 040003007298 Date of Analysis/ : 28.07.2025
AHanuTuyeckHii otuer Ne Jara ananmsza

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027

JlaTa npoM3BoacTBA Topen no (BKJ1.)

Mfg. License No./ : MNB/05/263 MA number/ : JIII-Ne(001119)-(PT -
IIponsBoacTBEHHASA JIHUECHIUSA Homep PY RU)

:N‘_’ |

IAnalvsiT_performed according to ND / Auasiu3 npoeeaed no HJI: JIII-Na(0)1119)-(PI'-RU)-210623

Declaration of certification: « 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 FEurasian Economic Union (No
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) 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».

3akJouesne o coorBercTBuHM: «Hacrodmum s moaTeepiknaro, 4TO MpHUBEeACHHAs Bbille HHbOpManus
ABNIAETCS JOCTOBEPHON M TOYHONH. DTa cepHs MPOAYKUHH NpOoW3BeeHa (BKIIOYas YHAaKOBKY (MapKUPOBKY) M
KOHTPOJIb KaueCTBa) Ha BbIlLIIEyKa3aHHOH MPOM3BOACTBEHHOM MJowaaxe (MIOLaaKkax) B MOJHOM COOTBETCTBHH
¢ TpeboBanuamu IpaBun Hajneskateli Npou3BoACTBEHHOH MpakTUKH EBpasuil (ckoro SKOHOMHUYECKOro cor3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsidps 2022) 1 TpeOOBaHUAMH KOHTPOJS KAUeCTBa NeKapCTBEHHBIX
CPE/ICTB, a TakXKe B COOTBETCTBUH CO CELIMPUKALHAMH, COAEPIKALIUMUCS B PETUCTPALMOHHOM JIOCHE CTPAHbI-
UMIiopTepa. 3amucy MO TPOM3BOACTBY, YMAKOBKE W aHANM3y TPOBEPEHBI, H YCTAHOBIEGHO HX COOTBETCTBHME
TpeboBanusam [paBun Hannexauel NPoU3BOACTBEHHOH NpakTHk EBpa3suiCKOro 5KOHOMHUYECKOro COlo3a.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cOOTBETCTBYET TpeboBaHusM HJI 3akawuenune: OJJOBPEHO
Prepared by / + | Checked by/ Approved by: Manager / Executive /
Moarorosneno: Pravesh Rana Ilposepeno:Ramakan t OnobpeHo: Mene mxep / Pxxosoumenb

o 1 é/ Amit K ‘

i QL it Kumar e
e

Reprint Date / Reprint Date / i Reprint Date /
Jlata: 28.07.2025 JaTa: 28.07.2025__ | Jara: 28.07.2025 - —_ |

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCN04507
www.drredd ys.com




